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The Communication and Public Education Committee met April 12, 2013, in Sacramento.

a.

FOR INFORMATION: Joint Forum to Promote Appropriate Prescribing and Dispensing
Held February 21 and 22, 2013

Attachment 1

The California State Board of Pharmacy and the Medical Board of California sponsored the
Joint Forum to Promote Appropriate Prescribing and Dispensing on February 21 and 22,
2013, in South San Francisco. The forum was created in response to the significant and
escalating problem of prescription drug abuse.

The goal of the forum was to educate prescribers, dispensers, prosecutors, regulators,
members of law enforcement and others about the problem and to offer possible solutions.

The forum was well attended, with 354 in attendance on the first day and 380 in attendance
on the second day. The Board of Pharmacy and the Medical Board both offered four hours
of CE credits for the first day and six hours of CE credits for the second day.

Keynote speakers included Michael Botticelli, Deputy Director of the White House Office of
National Drug Control Policy, and Joseph Rannazzisi, Deputy Assistant Administrator of the
Office of Diversion Control, Drug Enforcement Administration. Other speakers and panelists
provided further education and discussion surrounding the problem and the importance of
cooperation between physicians and pharmacists.

A presentation about CURES, California’s prescription drug monitoring program, was given
by the Department of Justice. CURES has an important role in the continuing battle against
prescription drug abuse, and the DOJ through 2013 proposed legislation is seeking funding
for the future support of the program.



Attachments 1 contains program evaluations of the forum by participants, where the great
majority of responses were very positive.

Committee Discussion and Action:

The committee discussed the forum, its success, and ideas for future activities and
collaborations. There appears to be strong demand for such public and licensee education.

Dr. Castellblanch referenced the positive program evaluations from attendees, and offered
that follow-up will be extremely important for getting the message out. He suggested that a
sub-committee be convened to possibly identify grants that may be available to provide
funding for a public awareness campaign.

Board staff have begun working with the Medical Board and their public education
committee on outreach to licensees, to other practitioner boards and to the public on
prescription drug abuse issues. Additionally, this board is scheduled to co-host four forums
with the DEA on controlled substances abuse and dispensing, including corresponding
responsibility in August, and board staff is scheduling additional forums on this topic in Los
Angeles before August.

A brochure on corresponding responsibility targeted toward pharmacists has been
proposed, emphasizing the material provided in the board’s forums with the DEA.

Ms. Herold explained that she sits on a high risk medication committee hosted by the
California Hospital Association and they are taking a look at how pain medications are
prescribed in emergency rooms and how best practices can be developed to help address a
problem with dispensing and prescribing of controlled substances there. She added that the
CURES program has pending legislation to address funding needs and that the timing for
that is opportune.

Ms. Herold offered that there are many advocacy groups who have initiated public
education with respect to prescription drug abuse. DrugAbuse.org and RxAware are two
such organizations. She suggested that the board consider two campaigns, one focused on
licensee education and the other on consumer education.

Chair Brooks added that the board should consider producing a curriculum directed at
schools to ensure that the message is getting out to school-aged children. He agreed with
the suggestion to convene a subcommittee and offered that the Medical Board might want
to participate as well.

Discussion continued regarding the audience who would benefit most from a public
awareness campaign. The problem of prescription drug abuse has increased with teenagers,
but has also become a problem for adults.



Chair Brooks suggested convening a subcommittee to work with the Department of
Education be recommended to the full board for discussion and action of possible
curriculum for students.

FOR DISCUSSION: Update on the New Notice to Consumers Posters, Video Display Option
for the Notice for Consumers, and Notice of Interpreter Availability

Attachment 2

Update:
A mailing to all pharmacies in California is being prepared for distribution about mid-April

that will educate licensees about the new requirements and contain the new posters
developed by the board to educate the public about taking medication appropriately and
the availability of interpreter services in pharmacies. More detail is provided below:

1. Notice to Consumers Poster:

The new Notice to Consumers poster is now a single poster in a new size: 18 inches by
24 inches and will fit in a standard-sized poster frame.

Foreign language versions of the Notice to Consumers poster have been printed in six
additional languages: Chinese, Tagalog, Korean, Spanish, Russian and Vietnamese. The
printed versions of the foreign language posters are 11 inches by 17 inches and can be
ordered from the board. The translated posters can also be downloaded from the
board’s website under the “Publications” tab and printed on 8.5 inch x 11 inch or 11
inch by 17 inch paper.

2. The video display format of the Notice to Consumers is available in English or Spanish
for pharmacies that request it. The video is also available for download from the board’s
website under the “Publications” tab. This is explained in the board’s mailing

3. The Notice of Interpreter Availability poster will also be included in the Notice to
Consumers mailing. The poster is 8.5 inches by 11 inches and will be available for
download from the board’s website.

A letter from Executive Officer Herold explaining the regulations for placement and display
of the posters will be included with the mailing Attachment 2.

The regulations also provide provisions for pharmacies to develop their own video version
of the Notice to Consumers poster and the Notice of Interpreter Availability. At the
February Board meeting, the board directed that these exemption requests be sent to this
committee for action. No requests for waivers have yet been received.



C.

FOR DISCUSSION: Discussion on Patient-Centered Prescription Drug Container Labels

The board’s regulations for patient-centered prescription container labels (16 California
Code of Regulations section 1707.5, provided at the bottom of this Board Meeting Agenda
ltem) contain a provision committing the board to review the board’s regulation
requirements by December 2013. The committee initiated the review of this regulation
during the April meeting by discussing the following elements.

1. United States Pharmacopeia Guidelines for Prescription Drug Labels
Attachment 3

The United States Pharmacopeia recently released their recommendations for
prescription container labels. A copy of these recommendations are provided in
Attachment 3.

Review of the material in USP’s guidelines would be one source of information useful for
comparison of the board’s regulations with guidelines for premium presentation and
focus on patient needs.

It is important to note that USP’s recommendations already closely resemble the
board’s existing regulation requirements for patient-centered prescription container
labels, specifically:

e Organize the prescription label in a patient-centered way. Feature the information
patients most often seek out or need to understand about taking the medication
safely.

Emphasize: directions

At the top of the label place: patient’s name

Drug name (spell out full brand AND generic name)
Strength

Explicit and clear directions for use in simple language

e Prescription directions should follow a standard format so the patient can expect
where to find information.

e Less critical information can be placed elsewhere and in a matter where it will not
“supersede” critical patient information, and away from where it can be confused
with dosing instructions

e Use language that it is clear, simplified, concise and familiar, and in a standardized
manner. Use common terms and full sentences. Do not use unfamiliar words, Latin
terms or medical jargon

e Use simplified, standardized sentences that have been developed to ensure ease
understanding the directions (by seeking comment from diverse consumers)



e Separate dose from the timing of each dose to clearly explain how many pills to take
and specify if there is an appropriate time to take them (morning, noon, evening,
bedtime).

e Do not use alphabetic characters for numbers (not in CA’s)

e Use standardized directions whenever possible.

e Avoid ambiguous terms such as “take as directed” (not in CA’s) unless clear and
unambiguous supplemental instructions and counseling are provided

e Include purpose on the label unless patient does not want it, and if used, use
“purpose for use” language such as for blood pressure rather than hypertension.

e Limit auxiliary information, and only if evidence based. (not in CA’s)

e Useicons only if vetted with the general public (not in CA’s)

e Address limited English proficiency.

e Labels should be designed so they are easy to read. Optimize typography by using:

High contrast print (black print on white background)

Large font sizes in simple, uncondensed fonts in at least 11 point if Arial, or 12
point if Times New Roman)

Optimize use of white space between lines (25-30 percent of font size)
Horizontal placement of lettering only

Sentence case

Highlighting, bolding and other typographical cues should enhance patient-
centered information, but limit the number of colors used for highlighting

e Address visual impairment (not in CA’s)

Regarding addressing limited English speaking/reading patients, USP encourages
directions for use in the patient’s language as well as in English. Translations should be
developed using high quality translation processes (CA’s translated directions would fit
this criterion).

Results of Consumer Surveys on Current California Labeling Requirements
Attachment 4

The board recently conducted consumer surveys soliciting feedback regarding consumer
satisfaction with prescription drug container labels, and these surveys were widely
distributed. An electronic version of the survey was sent to several consumer groups
including AARP, Consumers Union, and California Pan Ethnic Health Network (CPEHN),
who in turn distributed it to their ListServe contacts. The survey was also translated into
Chinese and Spanish by the board and distributed by CPEHN to the appropriate
audiences.

Surveys were also distributed and collected in person at local Senior Scam Stopper
seminars (public protection fairs) sponsored by the Contractors State License Board.



The board received a total of 1204 completed surveys. Results are summarized in
Attachment 4.

During the meeting, the committee discussed the results of these surveys.

3. Discussion of Prescription Labels in Use in California Pharmacies
Attachment 5

For about seven months in 2012, board inspectors collected information about what
patient-centered labels were in use in California pharmacies. The results of 767
pharmacy visits are summarized in Attachment 5.

In general, nearly 70 percent of the labels in use as found by the board’s inspectors are
printed in 12-point font, 15 percent use both 10 and 12 point font on the labels, and
about 15 percent are printed in 10 point .

Other Material Reviewed: Availability of Audible Prescription Labeling System

The committee was provided with information about an audible prescription labeling
system. A brochure describing this device was provided in the committee’s meeting
materials as background to the committee to some of the devices that are in use. There
was no discussion during the meeting on this device.

4. Evaluation of Current California Labeling Requirements

During the April committee meeting and over the remaining meetings of this committee
this year, the committee will work on the assessment of the patient-centered regulation
requirements. Information developed by the committee will be referred to the board for
action or comment at the next board meeting.

Materials also provided to the committee for its review of the labels are:
e The first board report to the Legislature on the efforts to implement patient-

centered labeling requirements Attachment 6
e Samples of patient-centered labels Attachment 7



For reference: Regulation Section 1707.5

1707.5. Patient-Centered Labels for Prescription Drug Containers; Requirements

(a) Labels on drug containers dispensed to patients in California shall conform to the following
format:

(1) Each of the following items shall be clustered into one area of the label that comprises at least
50 percent of the label. Each item shall be printed in at least a 10-point sans serif typeface or, if
requested by the consumer, at least a 12-pooint typeface, and listed in the following order:

(A) Name of the patient

(B) Name of the drug and strength of the drug. For the purposes of this section, “name of the drug
means either the manufacturer’s trade name of the drug, or the generic name and the name of the
manufacturer.

(C) The directions for the use of the drug.

(D) The condition or purpose for which the drug was prescribed if the condition or purpose is
indicated on the prescription.

(2) For added emphasis, the label shall also highlight in bold typeface or color, or use blank space
to set off the items listed in subdivision (a)(1).

(3) The remaining required elements for the label specified in section 4076 of the Business and
Professions Code, as well as any other items of information appearing on the label or the
container, shall be printed so as not to interfere with the legibility or emphasis of the primary
elements specified in paragraph (1) of subdivision (a). These additional elements may appear in
any style, font, and size typeface.

(4) When applicable, directions for use shall use one of the following phrases:

(A) Take 1 [insert appropriate dosage form] at bedtime

(B) Take 2 [insert appropriate dosage form] at bedtime

(C) Take 3 [insert appropriate dosage form] at bedtime

(D) Take 1 [insert appropriate dosage form] in the morning

(E) Take 2 [insert appropriate dosage form] in the morning

(F) Take 3 [insert appropriate dosage form] in the morning

(G) Take 1 [insert appropriate dosage form] in the morning, and Take 1 [insert appropriate dosage
form] at bedtime

(H) Take 2 [insert appropriate dosage form] in the morning, and Take 2 [insert appropriate dosage
form] at bedtime

(I) Take 3 [insert appropriate dosage form] in the morning, and Take 3 [insert appropriate dosage
form] at bedtime

(J) Take 1 [insert appropriate dosage form] in the morning, 1 [insert appropriate dosage form] at
noon, and 1 [insert appropriate dosage form] in the evening

(K) Take 2 [insert appropriate dosage form] in the morning, 2 [insert appropriate dosage form] at
noon, and 2 [insert appropriate dosage form] in the evening

(L) Take 3 [insert appropriate dosage form] in the morning, 3 insert appropriate dosage form] at
noon, and 3 [insert appropriate dosage form] in the evening

(M) Take 1 [insert appropriate dosage form] in the morning, 1 [insert appropriate dosage form] at
noon, 1 [insert appropriate dosage form] in the evening, and 1 [insert appropriate dosage form] at
bedtime

(N) Take 2 [insert appropriate dosage form] in the morning, 2 [insert appropriate dosage form] at
noon, 2 [insert appropriate dosage form] in the evening, and 2 [insert appropriate dosage form] at
bedtime

(O) Take 3 [insert appropriate dosage form] in the morning, 3 [insert appropriate dosage form] at
noon, 3 [insert appropriate dosage form] in the evening, and 3 [insert appropriate dosage form] at
bedtime



(P) If you have pain, take __ [insert appropriate dosage form] at a time. Wait at least __ hours
before taking again. Do not take more than __ [appropriate dosage form] in one day

(b) By October 2011, and updated as necessary, the board shall publish on its Web site translation
of the directions for use listed in subdivision (a)(4) into at least five languages other than English,
to facilitate the use thereof by California pharmacies.

(d) The pharmacy shall have policies and procedures in place to help patients with limited or no
English proficiency understand the information on the label as specified in subdivision (a) in the
patient’s language. The pharmacy’s policies and procedures shall be specified in writing and shall
include, at minimum, the selected means to identify the patient’s language and to provide
interpretive services in the patient’s language. If interpretive services in such language are
available, during all hours that the pharmacy is open, either in person by pharmacy staff or by use
of a third-party interpretive service available by telephone at or adjacent to the pharmacy counter.
(e) The board shall re-evaluate the requirements of this section by December 2013 to ensure
optimal conformance with Business and Professions Code section 4076.5.

(f) As used in this section, “appropriate dosage form” includes pill, caplet, capsule or tablet.

d. FOR INFORMATION: Research Advisory Panel’s Annual Report for 2011

Attachment 8

Pursuant to Health & Safety Code Sections 11480 & 11481, California Law requires
proposed research projects involving certain opioid, stimulant, and hallucinogenic drugs
classified as Schedule | and Schedule Il Controlled Substances to be reviewed and
authorized by the Research Advisory Panel of California in the Attorney General’s Office.

The Research Advisory Panel primarily seeks to ensure the safety and protection of
participating human research subjects and adequate security of the controlled substances
used in the study. The panel members evaluate the scientific validity of each proposed
project, and may reject proposals where the research is poorly conceived, would produce
conclusions of little scientific value, or would not justify the exposure of California subjects
to the risk of research.

The board has one appointee to this committee, Sheri VanOsdol, PharmD.
Dr. VanOsdol is a faculty member at UCSF.

The committee had no comment on the report.

e. FOR POSSIBLE ACTION: Continuing Education Credits for Joint Board of Pharmacy/DEA
Presentations to Pharmacists on Preventing Drug Diversion and Abuse

There are three proposals below which the committee discussed and reviewed. These
proposals are aimed at providing important educational information to board licensees and
other interested parties, and to provide licensees with CE credit for attending. The


http://oag.ca.gov/research/panel

committee made a recommendation to the board for action for all three proposals as part
of one motion.

Proposal 1:
Attachment 9

Over the last two years, the board has hosted several one-day seminars for pharmacists and
other interested parties on drug diversion, prescription drug abuse and corresponding
responsibility for pharmacists. Our partner in this has been the Los Angeles Office of the
Drug Enforcement Administration.

On dates to be determined later in 2013, board staff hope to again host two or three of
these seminars with the Los Angeles DEA office. Board licensees in the regional area will be
invited to attend.

The last regional presentation of this kind was held on April 12, 2012, on Drug Security for
Pharmacists, for which the board awarded attending pharmacists and pharmacy technicians
five hours of continuing education credit.

Board staff requested that the committee recommend to the board to again award five
hours of CE credit for pharmacists and pharmacy technicians who attend this meeting. A
copy of a draft agenda appears as Attachment 9.

Proposal 2:

The board’s executive officer has been advised that in mid-August 2013, the Washington DC
headquarters office of the DEA has invited the board to cohost with them four, one-day
seminars for pharmacists in California on controlled substances issues, prescription drug
abuse, corresponding responsibility and other matters related to curtail drug diversion. This
is a return of the original concept for the seminars outlined in Proposal 1, but using national
DEA staff. Initially started in San Diego in 2010, the DEA has provided these seminars
across the country in conjunction with the state boards of pharmacy, and upwards of 300
pharmacists have attended each of these presentations.

The dates are August 16 and 17 in San Diego, and August 18 and 19 in San Jose. Additional
material will be provided to the board in the near future.

Board staff request that the committee recommend to the board that the board agree to
cohost these events (the July meeting is too late to provide adequate advance publicity to
encourage attendance) and that five or six hours of CE credit (as determined by the content
hours) be provided for these meetings.



Proposal 3:

Periodically, board staff (principally board inspectors, supervising inspectors and the
executive officers) provide 1-2 hour presentations to licensees on key Board of Pharmacy
issue areas. For example:

e Duties of a pharmacist in charge

e The operations, functions and key priorities of the board’s enforcement program

e New pharmacy laws

e E-Pedigree parameters

e Medication errors

The board receives a list of these presentations typically in this committee’s public outreach
report.

The staff requests that this committee recommend to the board that the board reaffirms its
commitment to this continuation of these presentations and the award of continuing
education credit continue to be offered to improve the knowledge of board licensees.

MOTION: Communication and Public Education Committee: Recommend that the
Board Approve CE Units as Described for each of the Three Proposals

If approved, staff will provide a report to the board at every meeting how many of these
programs were provided.

FOR INFORMATION AND POSSIBLE ACTION: Creation of the Required Consumer Fact
Sheet on Emergency Contraception in Accordance with Title 16 California Code of
Regulations Section 1746

Attachment 10
Very recently, the Office of Administrative Law approved the board’s rulemaking to update
section 1746 regarding a joint protocol with the California Medical Board to authorize
pharmacist to provide emergency contraception without a prescription to patients of any
age. This regulation will take effect July 1, 2013.

Part of the regulation requires that a fact sheet for patients be developed by the board and
made available so that pharmacists can provide it at the time of consultation. Specifically:

1746 (6)(4) The pharmacist shall provide the fact sheet and review any
questions the patient may have regarding EC. In addition, the pharmacist
shall collect the information required for a patient medication record by
Section 1707.1 of Title 16 of the California Code of Regulations. Fact
Sheet: The pharmacist will provide the patient with a copy of the current
EC fact sheet approved by the Board of Pharmacy as required by Business
and Professions Code section 4052.3.(e)



(The full text of the regulation is provided in Attachment 10)

University of Southern California School of Pharmacy Professor Katherine Besinque, who
was the board’s subject matter expert in developing the modified regulation, very recently
provided the board with an updated version of a draft fact sheet that can be used by the
board for the final version.

The current version of the fact sheet (pre-regulation change) and draft developed by Dr.
Besinque are provided in Appendix 10. During the meeting, the committee approved the
draft fact sheet.

Motion: Communication and Public Education: Approve the Manuscript for the
EC Fact Sheet

The board may want to review and ratify this decision if it wishes.

FOR INFORMATION: Update on The Script

The most recent issue of The Script was released in March 2013. This issue includes an
article on the FDA Guidelines for Medication Guide Distribution and detailed the compliance
guidelines for electronically transmitted prescriptions. Also included in this issue were
answers to frequently asked questions, best practices and a summary of disciplinary actions
taken.

The next issue of the newsletter is currently under development. It will include information
on recent changes in pharmacy law as well as provide information on the Joint Forum to
Promote Appropriate Prescribing and Dispensing, which was co-hosted by the Medical
Board of California on February 21 and 22 in South San Francisco. The issue will also
feature an article on the CURES system. We hope to have this next issue released in early
July 2013.

FOR INFORMATION: Update on the Redesign of the Board’s Website

The committee received the following information as a report from staff on this project:

As time permits, staff is continuing work on the new design for the board’s website. The
new site will provide a more contemporary design and color palette and be consistent with
the look and feel of the Governor’s office website and those of other DCA boards and
bureaus.

New site architecture is also being designed to provide a more intuitive and easy-to-
navigate user experience so licensees, applicants and consumers can quickly find the
information they need. A more intuitive navigation should also cut down on unnecessary
questions and calls to the board.



Website content is also being reviewed and updated or removed if outdated.
We hope to have much of this work completed and have the change to the new web site
design and format to coincide with our transition to the new BreEZe computer system,

which is also a web based system.

FOR INFORMATION: Update on the Board’s Consumer Education Materials

Attachment 11

Staff is continuing to evaluate the board’s existing consumer education materials and fact
sheets to identify those that should be updated or removed from the board’s library. The
attached chart identifies the fact sheets that are most frequently downloaded and will
provide a strategy for prioritizing updates. (Attachment 11)

Priority has been given to the production of new consumer brochures that address urgent
and relevant public pharmaceutical issues. The following new consumer brochures have
been written and are in the design and print stage of production:

Prescription Drug Abuse

Prescription Drug Abuse Among Teens

Counterfeit Drugs

Purchasing Pet Meds Safely from Online Pharmacies

ARLWNR

Several more topics have been identified and brochures will be developed on an ongoing
basis.

All new brochures will be designed with a uniform, tri-fold layout to support the board’s
branding efforts. (Attachment 11)

Public Outreach Activities Conducted by the Board November 2012 — March 2013

State government continues to be subject to a travel freeze that restricts all but the most
essential travel. The Department of Consumer Affairs must still preapprove all travel where
a travel claim will be submitted. This has restricted board operations in all areas, including
public and licensee outreach.
. November 8: Inspector Bob Kazebee provided a presentation to pharmacists on
the duties and responsibilities of being a pharmacist-in-charge to 70 pharmacists
ata CE eventin

. November 16: Inspector De’ Bora White provided a presentation to pharmacists
on the duties and responsibilities of being a pharmacist-in-change at a CE event
hosted by the UFCW.



. February 21 and 22: Board cohosts with the Medical Board a forum on
Appropriate Prescribing and Dispensing of Controlled Substances in San Francisco.
Nearly 400 people attend each day.

. February 25: Supervising Inspector Dang provided a presentation on the duties
and responsibilities of being a pharmacist-in-charge to students at Western
University School of Pharmacy

° Supervising Inspector Judi Nurse provided a presentation to Loma Linda University
School of Pharmacy Students on the Board of Pharmacy

° March 12: Executive Officer Herold provided information on the board’s
enforcement program and new pharmacy laws to over 50 pharmacy students at
Touro School of Pharmacy

. March 18: Executive Officer Herold provided information on the board’s
enforcement program and new pharmacy laws to 100 attendees at the annual
meeting of the California Pharmacist Association.

. March 20: Executive Officer Herold provided a webinar to a large number of
manufacturers, wholesalers and pharmacies regarding implementation issues for
e-pedigree

° March 26: Executive Officer Herold provided information about California

regulation of those who dispense, store, ship and sell prescription drugs and
devices in California to a group of travelers from China at the request of the
Department of Consumer Affairs

° March 26: Executive Officer Herold provided information on the board’s
enforcement program and new pharmacy laws to 60 attendees at California
Northstate School of Pharmacy

k. FORINFORMATION: Committee Goals for 2012/17 to Fulfill the Board’s Strategic Plan

This committee has not yet completed work to update the committee’s strategic plan.
Board staff will prepare materials that will be brought to the next committee meeting, and
then referred to the board for incorporation into the board’s plan.

I. FORINFORMATION: Meeting Summary

The meeting summary for the April 12, 2013 Committee Meeting have been provided in
Attachment 12.
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California Medical and Pharmacy Boards’

Joint Forum to Promote Appropriate
Prescribing & Dispensing

Program Evaluation Data — Day 1 — Thursday, February 21, 2013

Please rate your level of agreement for the program meeting the following objectives:

|
Objective g:::;fez Disagree | Neutral Agree Strongly Agree
To educate participants in the problems
created by overprescribing narcotics, 6 1 5 114 196
addiction, and diversion of prescription (35%) (61%)
drugs.
To inform participants of the nature of drug
diversion — how legitimate patients’ 5 » 10 127 180
medications are diverted to illegitimate (39%) (56%)
use.
To provide tools to physicians and
harmacists on how to spot problematic 7 4 37 136 126
pna Y20 SPOLP (44%) (41%)
patients and prescriptions.
To inform participants of resources
. - 129 107
available to physicians who may have 12 15 56
. . (40%) (34%)
patients who are addicts.
To inform participants of the tools available 2 9 40 145 113
from state and federal regulatory agencies (46%) (36%)
Please rate your level of agreement with the following statements:
g:::;rgehel Disagree | Neutral Agree Strongly Agree
This activity was commercially biased. 63
y y 219 13 8 16
(69%) (20%)
| gained knowledge from this activity. ) 1 13 140 169
(43%) (52%)
| will apply what | learned in my practice. 146 135
1 2 38 o
(45%) (41%)
What | learned will change my practice. 74
ge myp 3 6 102 12:1
(40%) (24%)

Please indicate whether the speaker(s) was/were effective and enhanced your knowledge base.

Strongly .
Speakers Disagree Disagree | Neutral Agree Strongly Agree
Michael P. Botticelli 153 124
2 3 35
(48%) (39%)
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Joseph Rannazzisi . 15 69 221
(22%) (69%)

Laura Meyers and Ruth Morentz 5 40 131 92
(48%) (34%)
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California Medical and Pharmacy Boards’

Joint Forum to Promote Appropriate
Prescribing & Dispensing

Program Evaluation Data — Day 2 — Friday, February 22, 2013

Please rate your level of agreement for the program meeting the following objectives:

Objective SFrongly Disagree | Neutral Agree Strongly
Disagree Agree
To provide tools to physicians and
. . 156 156
pharmacists on how to spot problematic 3 4 13
. o (47%) (47%)
patients and prescriptions.
To inform participants of resources available
. . 149 114
to physicians who may have patients who are 9 20 38
. (45%) (35%)
addicts.
To educate participants in the use of the 3 14 0 135 180
California CURES program. (41%) (54%)
To educate participants of the penalties
. _ 158 120
related to improper prescribing and 3 10 31
. : (49%) (37%)
dispensing of controlled substances.
To inform participants of the tools available a 10 51 148 109
from state and federal regulatory agencies. (46%) (34%)
To inform and encourage cooperation and
communication between physicians and 4 1 11 131 185
! phy (39%) | (56%)
pharmacists.
To inform participants in how they can
become involved in the public polic 5 21 66 127 82
ecome public policy @2%) | (27%)
discussions.
Please rate your level of agreement with the following statements:
Strongly . Strongly
Disagree Disagree | Neutral Agree Agree
This activity was commercially biased. 242 62 12 7 1
(72%) (19%)
| gained knowledge from this activity. ’ ) 12 148 169
(44%) (51%)
| will apply what | learned in my practice. ’ ) 34 153 139
(46%) (42%)
What | learned will change my practice. a 6 62 155 100
(47%) (31%)
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Please indicate whether the speaker(s) was/were effective and enhanced your knowledge base.

Strongly . Strongly

Speakers Disagree Disagree | Neutral Agree Agree

Cesar A. Aristeiguieta, M.D. 5 5 20 114 177
(36%) (55%)

Judi Nurse, Pharm.D. 5 ) 35 1405 134
(45%) (42%)

Darlene Fujimoto, Pharm.D. 5 3 21 154 137
(48%) (43%)

David Greenberg, M.D. 9 1 24 123 167
(38%) (52%)

Michel Sucher, M.D. 3 0 25 54 32
(47%) (28%)

Kevin Barnard 2 5 39 146 107
(48%) (35%)

Panel of Medical and Pharmacy Experts 4 3 40 143 135
(44%) (42%)

Darlene Fujimoto, Pharm.D. / 144 128

6 3 32

Gregory Polston, M.D. (48%) (42%)

Mike Small 5 1 34 133 136
(43%) (44%)

Panel of Experts from Federal, State, and 5 3 35 133 132
Local Law Enforcement/Prosecutors (43%) (43%)

Panel of Regulators and Policy Makers 3 5 25 112 99
(46%) (41%)
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California State Board of Pharmacy STATE AND CONSUMER SERVICES AGENCY
1625 N. Market Blvd, N219, Sacramento, CA 95834 DEPARTMENT OF CONSUMER AFFAIRS
Phone: (916) 574-7900 GOVERNOR EDMUND G. BROWN JR.
Fax: (916) 574-8618

www.pharmacy.ca.gov

Dear Pharmacy,

Enclosed are two new posters created by the Board of Pharmacy that must be posted in your
pharmacy unless this information is provided to the public in another approved form (see Title 16,
California Code of Regulations, Section 1707.6, also enclosed). The requirements and explanation for
the new posters are provided below.

The Board is pleased to provide you with these materials. Please contact Jan Jamison at
ian.jamison@dca.ca.gov or (916) 574-7957 if you have questions.

1. Notice to Consumers Poster (Section 1707.6(a) and (b))

The Board of Pharmacy has developed a new “Notice to Consumers” poster that must be posted in a
prominent place in every California pharmacy as required by Title 16 section 1707.6(b) of the California
Code of Regulations. The bright yellow, 18” x 24” poster consolidates and replaces the two existing
notices (brown and turquoise in color) into a single poster.

The new poster includes information for consumers about the requirement for pharmacist consultation
when prescription medication is first dispensed, the right to ask for generic drugs and several questions
to ask the pharmacist before taking a medication. The poster also alerts consumers that they can ask for
12-point font on their prescription container labels or ask for interpreter services.

Foreign language versions of the poster are available in six additional languages -- Spanish, Vietnamese,
Chinese, Tagalog, Korean and Russian. The foreign language version of the posters will be a smaller
version of the poster (11” x 14”) and can be ordered from the board or downloaded from the board’s
website at: http://www.pharmacy.ca.gov/publications/publications.shtml#notice.

Under new regulation requirements in section 1707.6(a), an alternative format or display may be used
instead of the poster if your alternative format has been specifically approved by the board. This
includes the option of a video format of the poster that can be used in place of the paper poster for
display on a monitor or television screen. For information about seeking this approval, please contact
Ms. Jamison through one of the methods listed at the top of this letter.

The board also has produced its own video format of the notice that is available in CD format upon
request, or is available for downloading from the board’s website at:
http://www.pharmacy.ca.gov/publications/publications.shtml#notice.

If the video format is used or will be requested, the regulations state that the monitor must be located
in a place conspicuous to and readable by prescription drug consumers, and that:

e The video screen is at least 24 inches, measured diagonally;

e The pharmacy utilizes the video image notice provided by the board;

e The text of the notice remains on the screen for a minimum of 60 seconds, and;

e No more than five minutes elapses between displays of any notice on the screen, as measured
between the time that a one-screen notice or the final screen of a multi-screen notice ceases to
display and the time that the first or only page of that notice re-displays.


mailto:jan.jamison@dca.ca.gov
http://www.pharmacy.ca.gov/publications/publications.shtml#notice
http://www.pharmacy.ca.gov/publications/publications.shtml#notice

Pharmacies can also produce their own video versions of the Notice to Consumers and submit them for
board approval. These requirements are listed in Title 16 Section 1707.6(a) of the California Code of
Regulations.

2. Notice of Interpreter Availability “Point to Your Language” Notice (Section1707.6(c))

The Board of Pharmacy has also developed and enclosed a second notice — which has specific posting
requirements — to help limited English speaking consumers quickly identify their language if they require
translation services.

The notice, titled Point to Your Language, displays text in the 12 primary languages in use in California —
Arabic, Armenian, Cambodian, Cantonese, Farsi, Hmong, Korean, Mandarin, Russian, Spanish, Tagalog
and Vietnamese — and informs consumers that interpreter services will be provided at no cost to them.

The notice is designed in a standard letter-sized format of 8.5” x 11” that also can be downloaded and
printed from the board’s website at:
http://www.pharmacy.ca.gov/publications/point to your language.pdf

Every pharmacy must use the standardized Point to Your Language notice provided by the board unless
the pharmacy has received prior approval from the board to use another format or display. See section
1707.6(c) for details.

The poster must be posted in a conspicuous place at or adjacent to each counter in the pharmacy where
dangerous drugs are dispensed or furnished, and made available at all hours that the pharmacy is open.

Uiy

Virginia Herold
Executive Officer

Thank you for your use of these materials.


http://www.pharmacy.ca.gov/publications/point_to_your_language.pdf

16 California Code of Regulations Section 1707.6, effective February 16, 2012:
§ 1707.6. Notice to Consumers.

(a)

(b)

(c)

In every pharmacy there shall be prominently posted, in a place conspicuous to and readable by a prescription
drug consumer, a notice containing the text in subdivision (b). Each pharmacy shall use the standardized
poster-sized notice provided or made available by the board, unless the pharmacy has received prior approval
of another format or display methodology from the board. The board may delegate authority to a committee
or to the Executive Officer to give the approval. As an alternative to a printed notice, the pharmacy may also
or instead display the notice on a video screen located in a place conspicuous to and readable by prescription
drug consumers, so long as:

(1) The video screen is at least 24 inches, measured diagonally;

(2) The pharmacy utilizes the video image notice provided by the board;

(3) The text of the notice remains on the screen for a minimum of 60 seconds; and

(4) No more than five minutes elapses between displays of any notice on the screen, as measured between
the time that a one-screen notice or the final screen of a multi-screen notice ceases to display and the
time that the first or only page of that notice re-displays.

The pharmacy may seek approval of another format or display methodology from the board. The board may
delegate authority to a committee or to the Executive Officer to give the approval.

The notice shall contain the following text:
NOTICE TO CONSUMERS

California law requires a pharmacist to speak with you every time you get a new
prescription.

You have the right to ask for and receive from any pharmacy prescription drug labels in 12-point
font.

Interpreter services are available to you upon request at no cost.

Before taking your medicine, be sure you know: the name of the medicine and what it does; how and
when to take it, for how long, and what to do if you miss a dose; possible side effects and what you
should do if they occur; whether the new medicine will work safely with other medicines or
supplements; and what foods, drinks, or activities should be avoided while taking the medicine. Ask
the pharmacist if you have any questions.

This pharmacy must provide any medicine or device legally prescribed for you, unless it is not
covered by your insurance; you are unable to pay the cost of a copayment; or the pharmacist
determines doing so would be against the law or potentially harmful to health. If a medicine or
device is not immediately available, the pharmacy will work with you to help you get your medicine
or device in a timely manner.

You may ask this pharmacy for information on drug pricing and use of generic drugs.
Every pharmacy, in a place conspicuous to and readable by a prescription drug consumer, at or adjacent to
each counter in the pharmacy where dangerous drugs are dispensed or furnished, shall post or provide a

notice containing the following text:

Point to your language. Interpreter services will be provided to you upon request at no cost.



This text shall be repeated in at least the following languages: Arabic, Armenian, Cambodian, Cantonese, Farsi,
Hmong, Korean, Mandarin, Russian, Spanish, Tagalog, and Vietnamese.

Each pharmacy shall use the standardized notice provided or made available by the board, unless the
pharmacy has received prior approval of another format or display methodology from the board. The board
may delegate authority to a committee or to the Executive Officer to give the approval.

The pharmacy may post this notice in paper form or on a video screen if the posted notice or video screen is
positioned so that a consumer can easily point to and touch the statement identifying the language in which
he or she requests assistance. Otherwise, the notice shall be made available on a flyer or handout clearly
visible from and kept within easy reach of each counter in the pharmacy where dangerous drugs are
dispensed or furnished, available at all hours that the pharmacy is open. The flyer or handout shall be at least
8 1/2 inches by 11 inches.
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Add the following:

+(17) PRESCRIPTION CONTAINER
LABELING

INTRODUCTION

Medication misuse has resulted in more than 1 million
adverse drug events per yearin the United States. Patients’
best source (and often only source) of information regarding
the medications they have been prescribed is on the pre-
scription container label. Although other written information
and oral counseling sometimes may be available, the pre-
scription container label must fulfill the professional obliga-
tions of the prescriber and pharmacist. These obligations in-
clude giving the patient the most essential information
needed to understand how to safely and appropriately use
the medication and to adhere to the prescribed medication
regimen.

Inadequate understanding of prescription directions for
use and auxiliary information on dispensed containers is
widespread. Studies have found that 46% of patients misun-
derstood one or more dosage instructions, and 56% misun-
derstood one or more auxiliary warnings. The problem of
misunderstanding is particularly troublesome in patients
with low or marginal literacy and in patients receiving multi-
ple medications that are scheduled for administration using
unnecessarily complex, nonstandardized time periods. In
one study, patients with low literacy were 34 times more
likely to misinterpret prescription medication warning labels.
However, even patients with adequate literacy often misun-
derstand common prescription directions and warnings. In
addition, there is great variability in the actual auxiliary
warning and supplemental instructional information applied
by individual practitioners to the same prescription. The spe-
cific evidence to support a given auxiliary statement often is
unclear, and patients often ignore such information. The es-
sential need for, and benefit of, auxiliary label information
(both text and icons) in improving patient understanding
about safe and appropriate use of their medications vs. ex-
plicit simplified language alone require further study.

Lack of universalstandards for labeling on dispensed pre-

scription containers is a root cause for patient misunder-
standing, nonadherence, and medication errors. On May
18, 2007, the USP Safe Medication Use Expert Committee
established an Advisory Panel to: 1) determine optimal pre-
scription label content and format to promote safe medica-
tion use by critically reviewing factors that promote or dis-
tract from patient understanding of prescription medication
instructions and 2) create universal prescription label stan-
dards for format/appearance and content/language.

In November 2009, the Health Literacy and Prescription
Container Labeling Advisory Panel presented its recommen-
dations to the Safe Medication Use Expert Committee,

which then requested that USP develop patient-centered la-
bel standards for the format, appearance, content, and lan-

guage of prescription medication instructions to promote
patient understanding. These recommendations form the

basis of this general chapter.
Note—These standards do not apply when a prescription

drug will be administered to a patient by licensed personnel
who are acting within their scope of practice.

a_
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PRESCRIPTION CONTAINER LABEL
STANDARDS TO PROMOTE PATIENT
UNDERSTANDING

Organize the prescription label in a patient-centered

.manner. Information shall be organized in a way that best

reflects how most patients seek out and understand medica-
tion instructions. Préescription container labeling should fea-
ture only the most important patient information needed for
safe and effective understanding and use.

Emphasize instructions and other information important
to patients: Prominently display information that is critical
for patients’ safe and effective use of the medicine. At the
top of the label specify the patient's name, drug name (spell
out full generic and brand name) and strength, and explicit
clear directions for use in simple language.

The prescription directions should follow a standard for-
mat so the patient can expect that each element will be in a
regimented order each time a prescription is received.

Other less critical but important content (e.g., pharmacy
name and phone number, prescriber name, fill date, refill
information, expiration date, prescription number, drug
quantity, physical description, and evidence-based auxiliary
information) should not supersede critica! patient informa-
tion. Such less critical information should be placed away
from dosing instructions (e.g., at the bottom of the label or
in another less prominent location) because it distracts pa-
tients, which can impair their recognition and '
understanding.

Simplify language: Language on the label should be clear,
simplified, concise, and familiar, and should be used in a
standardized manner. Only common terms and sentences
should be used. Do not use unfamiliar words (including
Latin terms) or medical jargon.

Use of readability formulas and software is not recom-
mended to simplify short excerpts of text like those on pre-
scription labels. Instead, use simplified, standardized '
sentences that have been developed to ensure ease of un-
derstanding the instructions correctly (by seeking feedback
from samples of diverse consumers).
Give explicit instructions: Instructions for use (i.e.. the
SIG or sianatur) should clearlv separate the dose itself from
the fimina of each dose in order to explicitly convev the
number of dosaae units to be takén and when (e.a.. specific
time..periods.each day.such.as.morning,.noon, evening,.and
bedtime). Instructions shall include specifics on time peri-
ods. Do not use alphabetic characters for numbers. For
example, write “Take 2 tablets in the morning and 2 tablets
in the evening” rather than “Take two tablets twice daily”).

Whenever available. use standardized directions (e.a..
write, “Take_1.tablet.in.the.morning..and 1 tablet.in.the,. ..
evening” if the prescription reads b.i.d.). Vague instructions
based on dosina intervals such as twice dailv or 3 times
dailv. or hourlv intervals such as everv 12 hours. aenerallv
should be avoided because such instructions are implicit
rather than explicit, they may involve numeracy skills, and
patient interpretation may vary from prescriber intent. Al-
though instructions that use specific hourly times (e.g., 8
a.m. and 10 b.m.) mav seem to be more easilv understood
than imolicit vaaue instructions. recommendina dosina bv
precise hours of the dav is less readilv understood and mav
present greater adherence issues due to individual lifestyle
patterns, e.g., shift work, than more general time frames
such asin the morning, in the evening, after breakfast, with
lunch. or at bedtime. Consistent use of the same terms
should help avoid patient confusion.
~~ Ambiguous directions such as “take as directed” should
be avoided unless clearand unambiguous suppiemental in-
structions and counseling are provided (e.g., directions for
use that will not fit on the prescription container label). A
clear statement referring the patient to such supplemental
materials should be included on the container label.
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Include purpose for use: If the purpose of the medication
is included on the prescription, it should be included on the
prescription container label unless the patient prefers that it
not appear. Always ask patients their preference when pre-
scriptions are submitted for filling. Confidentiality and FDA
approval for intended use (e.g., labeled vs. off-label use)
may limit inclusion of the purpose on labels. Current evi-
dence supports inclusion of purpose-for-use language in
clear, simple terms (e.g., “for high blood pressure” rather
than “for hypertension”).

Limit auxiliary information: Auxiliary information on the
prescription container label should be evidence-based in
simple explicit language that is minimized to avoid distract-
ing patients with nonessential information. Most patients,
particularly those with low literacy, pay little attention to
auxiliary information. The information should be presented
in a standardized manner and should be critical for patient
understanding and safe medication use (e.g., warnings and
critical administration alerts). Icons are frequently misunder-
stood by patients. In addition, icons that provide abstract
imagery for messages that are difficult to visually depict may
be ineffective at improving understanding compared with .
simplified text alone. Use only icons for which there is ade-
quate evidence, through consumer testing, that they im-
prove patient understanding about correct use. Evidence-
based auxiliary information, both text and icons, should be
standardized so that it is applied consistently and does not
depend on individual practitioner choice. .
Address limited English proficiency: Whenever possible,
the directions for use on a prescription container label
should be provided in the patient's preferred language. Oth-
erwise there is a risk of misinterpretation of instructions by
patients with limited English proficiency, which could lead
to medication errors and adverse health outcomes. Addi-
tionally, whenever possible, directions for use should appear
in English as well, o facilitate counseling; the drug name
shall be in English so that emergency personnel and other
intermediaries can have quick access to the information.
Translations of prescription medication labels should be
produced using a high-quality translation process. An exam-
ple of a high-quality translation process is:
- Translation by a trained translator who is a native
speaker of the target language
« Review of the translation by a second trained transiator
and reconciliation of any differences
+ Review of the translation by a pharmacist who is a na-
tive speaker of the target language and reconciliation
of any differences
+ Testing of comprehension with target audience
If a high-quality translation process cannot be provided, la-

bels should be printed in English and trained interpreter ser-

vices used whenever possible to ensure patient comprehen-
sion. The use of computer-generated translations should be

limited to programs with demonstrated quality because dos-

age instructions can be inconsistent and potentially hazard-

USP 36

ous. Standardized translated instructions and technology ad-
vances are needed to ensure the accuracy and safety of
prescription container labeling for patients with low English
proficiency. :

Improve readability: Labels should be designed and
formatted so they are easy to read. Currently no strong evi-
dence supports the superiority in legibility of serif vs. sans
serif typefaces, so simple uncondensed fonts of either type
can be used.

Optimize typography by using the following techniques:

+ High-contrast print (e.g., black print on white
background).

+ Simple, uncondensed familiar fonts with sufficient space
within letters and between letters (e.g., Times Roman
or Arial).

+ Sentence case (i.e., punctuated like a sentencein En-
glish: initial capital followed by lower-case words ex-
cept proper nouns).

+ Large font size (e.g., minimum 12-point Times Roman
or 11-point Avrial) for critical information. Note that
point size is not the actual size of the letter, so 2
fonts with the same nominal point size can have dif-
ferent actual letter sizes. X-height, the height of the
lower-case x in typeface, has been used as a more
-accurate indicator of apparent size than point size.
For example, for a given point size, the x-height and
apparent size of Arial are actually bigger than those
for Times Roman. Do not use type smaller than
10-point Times Roman or equivalent size of another
font. Older adults, in particular, have difficulty read-
ing small print.

+ Adequate white space between lines of text (25%-30%
of the point size).

+ White space to distinguish sections on the label such as
directions for use vs. pharmacy information.

» Horizontal text only.

Other measures that can also improve readability:

+ If possible, minimize the need to turn the container in
order to read lines of text.

« Never truncate or abbreviate critical information.

« Highlighting, bolding, and other typographical cues
should preserve readability (e.g., high-contrast print
and light color for highlighting) and should empha-
size patient-centric information or information that fa-
cilitates adherence (e.g., refill ordering).

« Limit the number of colors used for highlighting (e.g.,
no more than one or two).

+ Use of separate lines to distinguish when each dose
should be taken.

Address visual impairment: '

« Provide alternative access for visually impaired patients
(e.g., tactile, auditory, or enhanced visual systems
that may employ advanced mechanics of assistive
technology).

< USP36
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California State Board of Pharmacy
Patient-Centered Prescription Label Survey

Objective

To secure public comments from California consumers regarding the new patient-centered
prescription labels pursuant to Senate Bill 472 (Chapter 470, Statutes of 2007).

Methodology

The consumer survey soliciting feedback regarding the readability of the new prescription drug
container labels was widely distributed. An electronic version of the survey was sent to several
consumer groups, who in turn distributed the survey to their ListServe contacts. The survey was
also translated into Chinese and Spanish and distributed by The California Pan Ethnic Health
Network (CPEHN) to the appropriate audiences. Surveys were also collected at five local Senior
Scam Stopper seminars sponsored by the Contractors State Licensing Board, which are public

outreach events, and a Senior Health Fair in Hayward,.

Results

A total of 1204 surveys were returned. Respondents did not always provide answers to all of the

questions. Results are summarized below:

Responses to Yes/No Questions

English: 1142 Surveys Received

1. Are your prescription container labels easy to read?
2. Arethe directions for taking the medicine easy to understand?

3. Do you know why you take each of your medicines?

4. Would you like the general reason why you take the medicine to
appear on the label (for pain, for infection, etc.)?

Chinese: 46 Surveys Received

1. Are your prescription container labels easy to read?
2. Are the directions for taking the medicine easy to understand?

3. Do you know why you take each of your medicines?

4. Would you like the general reason why you take the medicine to
appear on the label (for pain, for infection, etc.)?

YES

693 (58%)
245 (20%)

1049 (87%)

963 (80%)

YES

40 (87%)
45 (98%)

42 (91%)

30 (65%)

NO

502 (42%)
95 (80%)

149 (12%)

232 (19%)

NO

5 (10%)
1 (.02%)

4 (.09%)

4 (.09%)



Spanish: 16 Surveys Receive YES ~ NO

1. Are your prescription container labels easy to read? 6 (38%) 10 (62%)

2. Are the directions for taking the medicine easy to understand? 7 (44%) 9 (56%)

3. Do you know why you take each of your medicines? 7 (44%)> 9 (56%)
| 4. Would you like the general reason why you take the medicine to 16 (100%) 0

appear on the label (for pain, for infection, etc.)?

_ Top responses to open-ended guestions:

When asked what information on the label was most important, the top responses were:

1. Directions for use/clear dosing instructions: 539 of 1098 responses = 49%
2. Name of drug (including generic and brand name): 403 of 1098 responses = 36%
3. Side effects/warnings/interactions/contraindications: 68 of 1098 responses = 6%

When asked what changes would make the labels better, the top responses to this open-
ended question was: '

1. Larger font: 318 of 1180 responses = 26%
2. State purpose for taking med: 84 of 1180 responses 7%
3 |nclude brand name as well as generic name: 52 of 1180 responses = 4%

When asked how the information could be improved:

1.- Include clear directions/dosing instructions: 123 of 574 responses = 21%
2. Larger font: 43 of 574 = 7% '
3. Include purpose for taking the med: 27 of 574 = 4%
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Summéry

Patient-Centered Labeling Inspections

__DATE: April - Auqust 2012

This survey is intended to be used during inspections of ail pharmaciés. Unless otherwise indicﬁed, please
use tally marks. Sections 1-4 should always be completed. Section 5 will only be used if the pharmacy is

compliant and indicated as such in section 4.

| 1]Number of Inspections 767|
2 Patient-Centered Label (B&P 4076[a] & CCR 1707.5[a][1][A] - [D])

, Chain Store Community| Clinic
Compliant 355 339 1
Noncompliant 13 67 7
Corrections issued 13 49 7

| 3|The label is usually printed in... Chain Store Community | Clinic
10-point font is the default ’ 40 73 0
12-point font is the default 280 161 1
Both 10-point & 12-point font appear on the labe!l 47 138 0
Please tally the number in sections 2 and 3 of the survey. This survey is designed to measure compliance
with the patient-centered labeling requirements (section 2). Section 3 is designed to identify if pharmacies are
defaulting to the larger or smaller font, or using a combination of sizes on the patient-centered elements.

| 4|Interpretative Services (CCR 1707.5[d]])

Chain Store Community| Clinic

Compliant (all 12 languages available) 349 253 0
Noncompliant 23 150 1
Corrections issued 23 146 1

| 5]If compliant, interpretative services provided by Chain Store Commu-nity Clinic
Staff only 17 2 0
Telephone (e.g. language line) 68 51 0
Combination of staff and telephone 260 199 43
Other, please specify ' 0 1 0

Please tally the number of pharmacies compliant and non-compliant in Section 4. Complete Section 5 section -

only if the pharmacy is compliant with the interpretative services provisions.

Other: Internal éystem with video conference - UC Davis
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State of California

Board of Pharmacy

Report to the Legislature

Prescription Drugs: Labeling Requirements

January 2010

Arnold Schwarzenegger, Governor
Kenneth H. Schell, PharmD, President, Board of Pharmacy
Virginia Herold, Executive Officer, Board of Pharmacy



Summary

The California Patient Medication Safety Act (Chapter 470, Statutes 2007) requires the Board of
Pharmacy to promulgate regulations on or before January 1, 2011, that require a standardized,
patient-centered prescription drug container label for all prescription drugs dispensed to
patients in California. This Act further requires the board to report to the Legislature by

January 1, 2010, on its progress in implementing these regulations.

This report summarizes the Board of Pharmacy’s efforts to establish a standardized, patient-

centered prescription drug label.

After approximately 18 months of public discussion regarding a standardized, patient-centered
prescription label and gathering information at public forums, hearings, board and committee
meetings, and conducting patient surveys, the board issued on November 20, 2009 proposed
regulatory text to add section 1707.5 to Title 16 of the California Code of Regulations. This
proposed section contains California’s requirements for patient-centered prescription labels.

The board will take action on this proposed regulation at its next scheduled meeting scheduled

in January of 2010.



Background

In 2005, Senator Jackie Speier authored Senate Concurrent Resolution 49 (SCR 49), Chapter 123
Statutes of 2005, to create a multidisciplinary panel to study the causes of medication errors and
recommend changes in the health care system that would reduce errors associated with the
delivery of prescription and over-the-counter medication to consumers. As required, that panel
prepared and submitted to specific legislative committees a final report (referenced as the SCR 49
Report) containing its conclusions and recommendations. The report reflected improvements,
additions or changes which would reduce errors associated with the delivery of prescription and

over-the-counter medications to consumers.

One bill was pursued based on the recommendations of the SCR 49 panel’s report. Senator Ellen
Corbett authored SB 472, re;ulting in enactment of the California Patient Medication Safety Act
(Chapter 470, Statutes of 2007), Business and Professions Code section 4076.5. Therein, the
Legislature stated the importance of reducing medication-related errors and increasing health care
literacy regarding prescription drugs and prescription container labeling—which could increase
consumer protection and improve the health, safety and well-being of consumers. Additionally,
the Legislature affirmed the importance of identifying deficiencies in, and opportunities for
improving, patient medication safety systems to identify and encourage the adoption of structural
safeguards related to prescription drug container labels. To further these objectives, the
Legislature mandated that the Board of Pharmacy adopt regulations to implement a standardized,

“patient-centered” prescription drug container label in California.



SB 472 Medication Label Subcommittee

Legislation required that the board initiate public hearings to collect information from the public to
facilitate the development of a regulatory proposal. The Board of Pharmacy president appointed a
SB 472 Medication Label Subcommittee in January of 2008 to conduct public forums and to work
with organizations and individuals to develop recommendations to implement the provisions of

SB 472 to establish a patient-centered prescription drug label.

The SB 472 Medication Label Subcommittee held public forums on the following dates, apart from
regularly-scheduled board meetings.

April 12, 2008 January 27, 2009

November 20, 2008 March 12, 2009

Agendés for these meetings are provided in Attachment 1.

At these public forums and at other board and board sub-committee meetings, as directed by
the SB 472 Label Subcommittee, the board considered testimony and information provided
from the public, the pharmaceutical industry, pharmacy professionals and literacy subject
matter experts on medical literacy research, improved directions for use, improved font types
and sizes, the placement of information that is patient-centered, the needs of patients with
limited English proficiency, the needs of senior citizens, and technology requirements necessary

to implement the standards developed. Board members were also provided with research



articles on designing patient-centered labels. The information and data received helped frame

draft regulatory text to implement the provisions of SB 472.

Public and Community Outreach / Survey

Responding to minimal public input regarding the public’s concerns about the current medication
‘prescription labels that are used, the board developed a survey (Attachment 2) that could be
provided and/or conducted one-on-one with participants at public outreach events, such as health
fairs, where the board provides Aconsumer information. This survey was provided in English and in
Spanish. The survey was posted on the board’s public Web site from May 2008 through
November 2009. Survey queétions were open-ended, allowing participants to provide as little
or as much information as desired, but the questions did not direct participants to pre-defined
responses. Survey results were provided to the board at SB 472 Subcommittee meetings, and

also at regularly-scheduled board meetings.

Attachment 3 lists those organizations and individuals to which the survey was distributed to
solicit input. Attachment 3 also contains a list of public outreach events at which board staff

interviewed consumers and provided printed surveys to solicit input.

At public outreach events and at board and committee meetings, the public was provided with
fact sheets entitled “Do you understand the directions on your Rx medicine label?”

(Attachment 4) and demonstrated samples of faux prescription labels serving as visual aids.



The board also worked with the Pharmacy Foundation of California to develop a multi-choice
survey of four questions that were available via a radio-sponsored sur;/ey. The goal was to
identify key attitudes, knowledge and behaviors of California consumers related to prescription
drug labels. The survey was conductea via Entercom Broadcasting and was made available in
January 2009 on radio station Web sites that stream their audio. Results of this survey were

provided to the SB 472 Medication Label Subcommittee at its meeting held March 12, 2009.

Proposed Regulatory Text

To implement the provisions of Business and Professions Code section 4076.5 (the California
Medical Safety Practice Act) the board proposed text to add section 1707.5 to Title 16 of the

California Code of Regulations (Attachment 5).

By providing a uniform, standardized format for prescription drug container labels and requiring
pharmacies to provide oral language translations to patients with limited English proficiency, the
Board believes that this proposed regulation will aid in the reduction of medication errors

associated with the delivery of prescription drugs dispensed to patients in California.



Specifically, the regulatory language proposed on November 20, 2009, specifies the following:

o What components of a prescription label are considered ”patient-centered"

o The font type, font size, wording and placement of specified components of a prescription
label

o The Board will publish on its Web site by October 2011 translations of specified directions
for use into at least five (5) languages other than English

o The Board will publish on its Web site by October 2010 examples of prescription labels that
conform to the requirements of the regulation

o Apharmacy, upon request of a patient, shall provide oral interpretive services of the
“patient-centered” elements of the prescription label, and

o The Board will re-evaluate the requirements of the regulation by December 2013 to ensure
optimal conformance with the California Patient Medication Safety Act (Business and

Professions Code section 4076.5)

Contained within the provisions of the proposed regulation, the board will publish on its Web
site by October 2011 translations of the “directions for use” as specified in the proposed
regulations, into at least five (5) languages other than English. The board will work with research

health care advocates to develop these translations.

To assist those with limited English proficiency, and upon request by a patient, the proposed

regulations will require a pharmacy to provide an oral language translation of the “patient-



centered” components of a prescription label, as specified in the proposed regulatory language.
At its board meeting held October 20, 2009, representatives from chain and retail pharmacy
representatives stated that their existing oral language translation services provided to insured
patients would be extended to cover all non-English speaking patients, if requested, with no
further economic impact on their industry. The board commends the pharmacy industry for
recognizing this significant component of delivering prescription drugs, and for meeting the needs

of these patients.

Finally, the board included in its proposed regulations a requirement that it will re-evaluate the
requirements of the regulations by December 2013 to ensure the effectiveness of the regulation in
light of the factors contained in the California Patient Safety Medication Act (e.g., new

developments in technology).

Regulation Schedule

The board issued proposed regulatory text on November 20, 2009. A 45-day comment period will

close on January 4, 2010.

In addition, the board has scheduled a regulation hearing for January 20, 2010, in Sacramento. At
that time, the board will accept written and verbal testimony and comments concerning the draft

proposal. This hearing will be conducted prior to its regularly scheduled public Board Meeting that



same day and the board, at that time, may take action to adopt, amend, or to not move forward

with the proposed regulation.

The board also scheduled a public Board Meeting for February 17, 2010, in anticipation of the

need for a 15-day comment period of modified text following the regulation hearing and Board

Meeting.

The board believes this regulation schedule will allow industry approximately ten months to
prepare for the implementation of new regulatory requirements. The board also believes its
current Board Meeting schedule will allow it to address the needs of industry and the public, and

provide for the required reviews prior to implementing a regulation by the January 2011 mandate

contained in SB 472.



Attachment 1

California ‘State 'Board of Pharmacy

STATE AND CONSUMERS AFFAIRS AGENCY
1625 N. Market Blvd, Suite N 219, Sacramento, CA 85834 DEPARTMENT OF CONSUMER AFFAIRS
Phone (916) 574-7200

ARNOLD SCHWARZENEGGER, GOVERNOR
Fax (916) 5674-8618
www.pharmacy.ca.gov

Communication and Public Education Committee

Senate Bill 472 Medication Label Subcommittee -

Notice of Public Meeting
April 12,2008

Wally Pond Irvington Community Center
-41885 Blacow Road
Fremont, CA~

10-a.m.—-2 p.m.

This committee meeting is open to the public and is held in a barrierfree facility in accordance
with the Americans with Disabilities Act. Any person with a disability who requires a disability-
related modification or accommodation in order to participate in the public meeting-may make a
request for such modification or accommodation by contacting Michelle Leech at (916) 574-7812

at least five working days prior to-the meeting. All'times are approximate and subject to chan'ge.l
Action may be taken on any item on‘the agenda.

Opportunities are provided tothe public to address the committee on each open agenda item. A

quorum of the Board members who are not on the commitiee may attend the meeting as
observers, but may not participate or vote.

Call to Order 10 a.m.

1. Invitation to Participate in the Redesign of Prescnptlon Container Labels
Committee Chair Ken Schell, PharmD

2. Opening Remarks
The Honorable Ellen Corbetz‘ Callfom/a Senator District 10

3. Presentation of SCR 49 ﬁndmgs, and the need for patients to understand their
drug therapy as a source of reducing medication errors.
Michael Negrete, PharmD

4. Requests for Public Comment on the Followihg: What works on prescription
container labels? What does not? How can prescription container labels be
improved to make them patient-centered?

5. Timeline for Project

8. Future Meeting Dates

Adjourhme nt 2p.m,
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California State Board of Pharmacy

STATE AND CONSUMERS AFFAIRS AGENCY
1625 N. Market Blvd, Suite N218, Sacramento, CA 95834 DEPARTMENT OF CONSUMER AFFAIRS
Phone (916) 574-7900

: ARNOLD SCHWARZENEGGER, GOVERNOR
Fax (916) 574-8618
www.pharmacy.ca.gov

NOTICE OF PUBLIC BOARD MEETING OF THE CALIFORNIA STATE BOARD OF PHARMACY

FORUM ON DESIGNING PATIENT-CENTERED PRESCRIPTION LABELS
November 20, 2008
1:30 p.m. - 4:30 p.m.

The Westin Los Angeles Airport Hotel
5400 West Century Boulevard
Lindberg A and B Meeting Rooms . Contact. Virginia Herold
Los Angeles, CA 90045 (916) 574-7911

This forum is hosted by the California State Board of Pharmacy as part of the board’s efforts to develop
standards for prescription labels by 2011 that will be patient-centered, and to implement the California
Medication Safety Act (SB 472, Corbett, Chapter 470, Statutes of 2007). The goal is to foster better patient

understanding of the information on a label as a means to reduce medication errors, and improved patient
well-being. The public is invited to attend.

‘This meeting is open fo the public (no pre-registration is required) and is held in a barrier-free facility in
accordance with the Americans with Disabilities Act. Any person with a disability who requires a disability-
related modification or accommeodation in order to participate inthe public meeting may make a request for
such modification or accommeodation by contacting Michelle Gallagher at (916) 574-7912, at least five working
days prior to the meeting. Opportunities are provided to the public to address the board on each open agenda

item. Action may be taken on any item onthe agenda by the Board of Pharmacy. -All times are approximate
and subject to change.

1. Welcoming Remarks

1:30 p.m.
Kenneth Schell, Pharmb, President, California State Board of Pharmacy

2. Improving Prescription Container Labels — What is the Status of the Research
Michael S. Wolf, PhD, MPH, Feinberg School of Medicine, Northwestern University
Stacy Cooper Bailey, MPH, Feinberg School of Medicine, Northwestern University

3. Patient Health Literacy in'the U.S. and its Impact on Heaith
Michael Villaire, MSLM, Director Programs and Operations, Institute for Healthcare Advancement

4. Perspective of the Latino Coalition for a Healthy California to Improve Prescription Container
Labeling
Vanessa Cajina, Director, Regional Networks Coordinator, Latino Coalition for a Healthy California
5. Perspective of California’s Seniors to Improve Prescription Container Labeling

8. Summary of Patient Surveys Collected During 2008 by the California State Board of Pharmacy
Virginia Herold, Executive Officer, California State Board of Pharmacy

7. Next Steps

8. Public Comments for ltems Not on the Agenda

w0

. Adjournment 4:30 p.m.
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California State Board of Pharmacy

. " STATE AND CONSUMERS AFFAIRS AGENCY
1625 N. Market Blvd, Suite N.2189, Sacramento, CA 95834 DEPARTMENT OF CONSUMER AFFAIRS
Phone (916) 574-7900

' . ARNOLD SCHWARZENEGGER, GOVERNOR
Fax (916) 574-8618
www.pharmacy.ca.gov

Communication and Public Education Committee

" Senate Bill 472 Medication Label Subcommittee

Notice of Public Meeting
January'27,.2009

- Sheraton Hotel - Mission Valley
1433 Camino Del Rio South
San Diego, CA, 92108
(619) 260-0111

{-5pim.

This committee meeting is open to the public and is held in a barrierfree facility in accordance
with the Americans with Disabilities Act. Any person with a disability who requires a disability-
related modification or accommodation in orderto participate in-the public meeting may make a
request for such modification or accommodation by contacting Tess Fraga at (916) 574-7912, at

least five working days prior to-the meeting. All imes are approxmate and subject to change
Action may be taker on.any item on the agenda

Opportunities are provided to the public fo address the commitiee on each open agenda item. A -
~ quorum of the board members who are not on the committee may attend the meeting as
observers, but may not pamcrpate or vote

Call to Order - 1 p.m.

1. Welcoming Remarks '
Subcommittee Chair Ken Schell, PharmD

2. 'Revxew of Consumer Surveys Conducted by the Board of Pharmacy

3. Review of Survey Results from a Jomt Survey Developed by the Callforma
Pharmacy Foundation and the Board of Pharmacy

Review of California’s Requirements for Prescription Contalner Labels (Cahfornla
Business and Professions Code Sec’non 4076

‘5. Timelines for Project Delxverables
6. . Public Comment

7. Future Meeting Dates
Adjournmen"c .

5 p.m,
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California State Board of Pharmacy STATE AND CONSUMERS AFFAIRS AGENGY
1625 N. Market Bivd, Suite N 218, Sacramento, CA 95834 DEPARTMENT OF CONSUMER AFFAIRS

Phone (916) 574-7900 ) ARNOLD SCHWARZENEGGER, GOVERNOR
Fax (816) 574-8618

www.pharmacy.ca.gov

Communication and Public Education Committee

Senate Bill 472 Medication Label Subcommittee

‘Notice of Public Meeting
March 12, 2009

‘Department of Consumer Affairs
First Floor Hearing Room
1625 N. Market Boulevard

Sacramento, CA 95834
(916) 574-7900
6 -9 p.m.

This committee meeting is open to the public and is held in-a barier-free facility in-accordance
with the Americans with Disabilities Act. Any person with a disability who requires ‘a disability-
related modification or accommodation in order to participate in'the public meeting may make a
request for such modification or accommodation by contacting Tess Fraga at (916) 574-7912, at

least five working ‘days prior-to the meeting. All times are approximate and.subject to-.change.
Action may be taken on any,item on the agenda.

Opportunities are provided to the public to address the committee on each open agenda item. A
quorum of the board members who are not on the committee may attend the meeting as
observers, but may not participate or vote.

Call to Order

6 p.m.

1. Weleoming Remarks

2. Review of SB 472 and the Charge to the Board in Developing Patient-Centered
Labels

3. Overview of SB 853 (Escutia, Chapter 713, Statutes of 2003) Health Care
Language Assistance

4. Review of Consumer Surveys Conducted by the Board of Pharmacy for SB 472

5. Review of Survey Results from a Joint Survey Developed by the California
Pharmacy Foundation and the Board of-Pharmacy for SB 472

8. Patient-Focused Elements of Prescription.Container Labels (California Business

- and Professions Code Section 4076)

7. .Legislative Proposal to Add “Purpose” to Prescription Container Labels

8. Public Comment for items Not on the Agenda
(Note: the committee may not discuss or take action on any matter raised during the Public
Comment section that is not included on this agenda, except to decide to place the matter on the
agenda of a future meeting. Government Code Sections 11125 and 11125.7(a))

Adjournment

9 p.m.
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Attachment 2

CONSUMERS - we want to hear from you!

Do you have suggestions to improve prescription container labels? The California
State Board of Pharmacy welcomes yout feedback to make labels more patient-friendly with

directions that are easier to read and understand.

What information on the label is most important to you?

Do you understand the directions?

What would you change on the label?

What would make the label easier to read?

Other suggestions: -

City: Date:

THANK YOU for your feedback.
Please return your comapleted form to:

Virginia Herold, Executive Officer

California State Board of Pharmacy

1625 N. Market Blvd., Suite N-219
Sacramento, CA 95834
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CONSUMIDORES - ;Queremos oir de usted!

¢ Tiene usted sugerencias para mejorar las etiquetas del envase de recetas? La Junta de
Farmacia del Estado de California da la bienvenida a su reaccidn para hacer etiquetas més-paciente
arnistosas con lag indicaciones que son més féciles de leer y comprender. Gracias porsu reaccidn.

;Qué informacién en la etiqueta de la receta es mds importante para usted?
;Comprende usted las instrucciones en la etiqueta de la receta?
- ;Qué cambiarfa usted en la etiqueta de la receta?

;Qué haria la etiqueta de Ia receta mds ficil de leer?

Ciudad: Fecha:

Vuelva por favor su forma completadaa:  Virginia Herold, California State Board of Pharmacy
1625 N. Market Blvd., Suite N-219, Sacramento, CA 95834

CONSUMIDORES - ;Queremos. oir de usted!

¢ Tiene usted sugerencias para mejorar las etiquetas del envase de recetas? La Junta de
%% Farmacia del Estado’de California da la bienvenida a su reaccién para hacer etiquetas mds-paciente
amistosas con las indicaciones que son més ficiles de leer y comprender. Gracias por su reaccién.

¢Qué informacién en la etiqueta de Ia receta es mds importante para usted?
¢Comprende usted las instrucciones en la etiqueta de la receta?
;Qué cambiaria usted en la etiqueta de la receta?

¢Qué haria la éﬁqueta de la receta mas facil de leer?

Ciudad: Fecha:

Vuelva por.favor su forma completadaa:  Virginia Herold, California State Board of Pharmacy
1625 N. Market Blvd., Suite N-219, Sacramento, CA 953834
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OBJECTIVE:

METHODOLOGY:

RESULTS:

CONCLUSIONS:

California State Board of Pharmacy Prescription Label Survey

To elicit feedback from consumers in California regarding development of patient-centered prescription drug labels pursuant to Senate Bill 472
(Chapter 470, Statutes of 2007)

A survey was developed by the California State Board of Pharmacy (Board) in May 2008. The questions were open-ended, allowing
participants to provide as little or as much information as desired. Board staff used the survey to interview consumers at public outreach
events including health/community fairs in Sacramento, Elk Grove, Los Angeles, Riverside, San Diego, Merced, and San Francisco. Printed
surveys and self-addressed return envelopes were provided to attendees who chose to return responses by mail. The survey was provided in
English and Spanish. The board also provided fact sheets entitled, “Do you understand the directions on your Rx medicine label?” and
samples of faux prescription labels serving as visual aids. The survey was posted on the Board’s public website and to interested parties and
organizations including the Gray Panthers and the Latino Coalition for a Healthy California. Board members also interviewed consumers, and
returned the responses by mail.

A total of 622 surveys were received as of March 3, 2009. The majority of respondents provided one or more answers to the first two
guestions, but did not always provide answers to subsequent questions. Respondents gave similar answers to multiple questions within a
survey (i.e., request for large print). Attached graphs reflect detailed responses; most frequent responses summarized below.

When asked what information on the prescription label was most important, the top responses were:

Directions for use (224 of 1,207 responses = 18.6%)

Name of drug; if generic, state generic name AND brand name (222 of 1,207 responses = 18.4%)
Dosage prescribed (213 of 1,207 responses = 17.6%)

Side effects/warnings/interactions/contraindications (122 of 1,207 responses = 10.1%)

Purpose of drug — state what condition medication is prescribed to treat (84 of 1,207 responses = 7%)

When asked what to change on the prescription label, the top responses were:

Print should be larger or darker (170 of 568 responses = 30%)
Nothing needs to be changed on the label (139 of 568 responses = 24.5%)
Include purpose of drug — state what condition medication is intended to treat (69 of 568 responses = 12.1%)

When asked what would make prescription labels easier to read, the top response was:

Larger or bolder print (314 of 522 responses = 60%)

When asked for other suggestions, the top responses were:

Easy-open lids/packages should be used; no child-proof caps for seniors (20 of 134 responses = 14.9%)
Include purpose of drug - state what condition medication is intended to treat (17 of 134 responses = 12.7%)

Most consumers participating in this survey requested larger/bolder type font on prescription labels to increase readability. Many participants
suggested that if a generic drug is provided, the prescription label should state the name of the generic drug name AND the brand-name it is
generic for. They also noted that color printing and highlighting on labels brings attention to important information. Some participants
suggested that the labels themselves be color-coded to help differentiate between multiple medications and family members. Many
consumers want to know ‘what the drug is for’ and suggested that ‘purpose of drug’ be printed directly on prescription labels.



QUESTION #1: What information on the label is most important to you?
622 surveys returned (1,207 responses to Question #1) as of March 3, 2009

224

222

O Directions for use

OName of drug; if generic, state generic name AND brand name
B Dosage prescribed

H Side effects/warnings/interactions/contraindications

B Purpose of drug; what condition medicine is intended to treat
O Specific times during day to take medicine (and with, w/o food)
H Refill renewal/reorder information/expiration; date filled

O Patient name (some also suggested patient's date-of-birth)

H Expiration date of drug

O Large or bold print

B Phone numbers (NOT printed in close proxemity to each other)
B Prescribing doctor's name

O Description of pill (shape/color)

O Prescription number

B All information on label is important

B Name of drug store/pharmacy/pharmacist

OWith a large family, keep all prescriptions in the same place

O Diabetes information

W Highlighting information including directions for use

O Basic measurements (e.g., teaspoons, not milligrams)

O Don't hide important information under another label



QUESTION #2: Do you understand the directions on the prescription label?
622 surveys returned (672 responses to Question #2) as of March 3, 2009

457

EYes

B Usually (though print may be too small, directions/warnings unclear)
B Sometimes

ONo (i.e., trouble understanding or not enough space for directions)
O Directions should state what time(s) to take medicine and how much
OWould be helpful to know whether to take with or without food

O1 understand because I'm RN, Dr, health worker, have biology degree
O Not when there is a language barrier

O What does 2x (or 3x, or 4x) a day mean?

M Directions need clarity (2 pills = 1 pill twice/day or 2 pills twice/day?)
M Instructions should be in English and Spanish

O Instructions should be in English and Spanish

O Abbreviations should be eliminated

O1 do not understand directions that only say "Take as directed"

ONo long paragraphs on prescription label

O Label from Kaiser understandable, label from Rite Aid not as clear
E Bullets and spacing on label would be helpful

B Handout should be more readable

B Accompanying paper shouldn't be complicated - use bullets/spacing
B When | don't understand the directions, | ask the pharmacist

B Pharmacist's directions are vague during consultation

O The directions often conflict with the doctor's orders



QUESTION #3: What would you change on the prescription label?
622 surveys returned (568 responses to Question #3) as of March 3, 2009

139

170

O Print should be larger or darker (legibility)

O Nothing needs to be changed (some referred to Kaiser, Target, Raley's, CVS)
O Include purpose of drug - state what condition medication is intended to treat
H Information printed should be understandable for all ages; layman's terms

B Use bold or highlighted print or capital letters; red/blue ink for warning labels
O Use different colors for different medicines, strengths/doses, family members
Bl Directions should include specific times (or morning/night) to take medicine

O Make warning labels easier to read or print directly on label instead of auxilliary
B Name of drug; if generic, state generic name AND brand name

O Refill info (i.e., date to reorder or if no refills remain, state "0 refills remain")

O Include direct phone numbers for easier communication with doctor/pharmacy
M Print in patient's primary language; bilingual wording

B Standardize location of info; uniform label; show information in same order

H Delete unneeded info (i.e., don't say take tab "by mouth" or show address)

O Should be less advertising on label; remove unnecessary information

O Use ink that does not disappear, fade, rub off, or smudge

O Make "fold-out" label or "lift-open flap" stating side effects or purpose of drug
B If more than 1 label, show as "label #1" and "label #2"

H Use only one color on label

OO More than one name for medicine is confusing at times

l Label should not refer patient to internet web site



QUESTION #4: What would make the prescription label easier to read?
622 surveys returned (522 responses to Question #4) as of March 3, 2009
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314

O Larger print (or bolder print)

M Highlighting directions & other info in colors (or color-coded label)
H Nothing

O Info should be in layman's terms; easy wording; don't abbreviate
Ml Bilingual wording

W Better description of directions (how/when to take; interactions)
O Refill renewal information including renewal expiration date

O Increase container size so large labels can have large print

O Eliminate clutter (i.e., multiple colors, icons, logos, name of PIC)
B Standard labeling for all pharmacies; standard placement of info
B Underline info or separate directions for use into different lines
W Drawings would help or symbols (or chart of meds & time to take)
O Dark background with light/flourescent print (or glow-in-the-dark)
l Print on label with ink that does not fade or disappear

H Yellow or white warning labels are easier to read than red

O Directions could be printed in all CAPS or bold

H Information on label should NOT be written by hand

O Lower and higher case letters are easier to read than ALL CAPS
OBeige background is easier for seniors to read than white

O List emergency phone number on label

O Standard placement of drug expiration date

O Print in braille for visually-imparied patients
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QUESTION #5: Other suggestions?
622 surveys returned (134 responses to Question #5) as of March 3, 2009

20

E Easy-open lids/packages should be used; no child-proof caps for seniors

O Include purpose of drug - state what condition medication is intended to treat

O Bigger or darker font (i.e., drug expiration date, directions for use, warnings)

O Use different color for printing some info (i.e., directions for use, pharmacy phone #)
B Make directions simple/clear/understandable; print in patient's primary language

B Make bottles rectangular or square w/flat surface and directions printed on long side
W Put picture of pill on label or photo of pill or description of pill

[ Side effects/interactions should be stated (i.e., dry mouth may cause dental caries)
M Different colored bottles or caps would help identify medications

H Standardize location of info so all prescriptions show information in same order

B Make label easy to remove (to recycle bottle or for privacy/security when discarding)
O Note on label when the manufacturer of the medicine changes

O Show where to return outdated meds or option to dispose via phamacy

B Don't cover prescription number with warning labels; use symbols as warnings

O Bottles should be in travel/airplane size; large bottles are clumsy and take up space
O Use top of lid for info; containers opening at bottom leave room for larger label

O Note change in size, color, shape of pills, so won't be perceived as medication error
O State what to do if you miss a dose

O Allow NP's name to appear on Rx bottle when submitting electronic prescriptions

O Labels should be waterproof

H Don't allow label to completely cover bottle; leave space to see medication remains

OInclude a plan w/multiple meds (i.e., interactions, don't take with Calcium, etc.)



Attachment 3

COMMUNITY ORGANIZATIONS AND OTHER ENTITIES
PROVIDED WITH BOP PRESCRIPTION LABEL SURVEYS 2008/09

The organizations and individual entities listed below were provided with English and Spanish
versions of the California State Board of Pharmacy Prescription Label Survey during 2008/09. -

1. Casey Young 7. Sandra Fitzpatrick, Director
AARP State Legislative Director California Commission on Aging
1415 L Street, #960 1300 National Drive, Suite #173
Sacramento, CA 95814 Sacramento, CA 95834
(916) 556-3018 (916) 419-7591
cyoung@aarp.org sfitzpatrick@ccoa.ca.gov

2. Sam Totah 8. Steve Blackledge
Kaiser Permanente CalPIRG
10990 San Diego Mission Road 1107 9th Street, Suite #601
San Diego, CA 92108 Sacramento, CA 95814
sammy.r.totah@kp.org (916) 448-4516

Sblackledge@calpirg.org
3. Vanessa Cajina

Latino Coalition for a Healthy California 9. Betty Williams, Executive Director
1225 8th Street, Suite 500 Network for Elders

Sacramento, CA 95814 1555 Burke Avenue, Suite A

(916) 448-3234 San Francisco, CA 94123
vcajina@Ichc.org (415) 647-5353

bwilliams@networkforelders.org
4. Nancy Kawahara, PharmD

Associate Professor of Pharmaceutical 10. Julia Ling, Executive Director
Sciences Chinese Newcomers Foundation
11262 Campus St, West Hall, Room 1334 777 Stockton Street, #104
Loma Linda, CA 92350 San Francisco, CA 94108
nkawahara@llu.edu (415) 421-2111
julialing@msn.com
5. Barry Goggin, President cnsc@chinesenewcomers.org
Better Business Bureau of Sacramento
Valley . 11. Gary Passmoore, Legislative
400 S Street Coordinator
Sacramento, CA 95814 Congress of California Seniors
(916) 443-6843 info@necal.bbb.org 1228 N Street, #29
Sacramento, CA 95814
6. Lu Molberg (916) 442-4474 GaryP@seniors.org
Ca. Assn. of Area Agencies on Aging
980 9™ Street, Suite 2200 12. Joe Ridout, Consumer Advice Counselor
Sacramento, CA 95814 ' Consumer Action
(916) 443-2800 221 Main Street, Suite #480
Cda@pacbell.net San Francisco, CA 94105

(415) 777-9648
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13.

14.

15.

16.

17.

18.

19.

jridout@consumer-action.org

Kathy Li, Director

National Consumer Resource Center
221 Main Street, Suite #480

San Francisco, CA 94105

(415) 777-9648
kathy.li@consumer-action.org

Jason Wimbley

Special Programs Manager
Dept. of Community Services &
Development

700 N. 10th Street, Room #258
Sacramento, CA 95814 -

(916) 341-4200
jwimbley@csd.ca.gov

Ed Mendoza

Office of Patient Advocacy
980 9th Street, Suite #550
Sacramento, CA 95814
(916) 342-6407
Emendoza@dmbhc.ca.gov

Laurel Pallock, Investigator

Consumer & Environmental Protection

Unit

District Attorney's Office

732 Brannan Street

San Francisco, CA 94103

(415) 551-9575
consumer.mediation@sfgov.org

Brad Chibos

Santa Clara County Commission on
Consumer Affairs

540 Bird Avenue, #200

SanJose, CA 95125

(408) 998-1694 Chibos@aol.com

Marina Community Center
Senior Services Office
15301 Wicks Blvd.

San Leandro, CA 94579

Lavender Seniors of the East Bay
1395 Bancroft Avenue
San Leandrg, CA 94577
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20.

21.

22.

23.

24.

25.

26.

27.

28.

29.

East Bay Services for the Developmentally
Disabled

797 Montague Ave.

San Leandro, CA 94577

Evergreen Senior Program/Wisdom Path
985 Suerro Street
Hayward, CA 94541

Hayward Area Senior Center
22325 N. 3rd Street
Hayward, CA 94546-6969

Kenneth Aitken Senior & Community
Center

17800 Redwood Road

Castro Valley, CA 94546

Ralph & Mary Ruggieri Senior Center
33997 Alvarado-Niles Road
Union City, CA 94587

Newark Senior Center
7401 Enterprise Drive
Newark, CA 94560

Fremont Multi-Service Senior Center
40086 Paseo Padre Parkway
Fremont, CA 94538

Barbara Lee Senior Center
540 S. Abel Street
Milpitas, CA 95035

Shauna McKeever
Safeway Pharmacy #2707
6445 N. Pacific Avenue
Stockton, CA 95207

Fred S. Mayer, RPh, MPH

President, PPSI

101 Lucas Valley Road, #384
San Rafael, CA 94903
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30.

31.

32.

33.

34.

35.

36.

37.

38.

Chris Oliva, PharmD

Pharmacy Services Manager

Kaiser Permanente Santa Clara

Medical Center

710 Lawrence Expressway,
Department #194

Santa Clara, CA 95051

Jennifer Hall
8041 Belgian Court
Sacramento, CA 95830

Suzy Hackworth
11144 Traditions Court
Riverside, CA 92503

Kathy Besinque, PharmD
USC School of Pharmacy

1985 Zonal Avenue, #301
Los Angeles, CA 90033

Tony Yee, PharmD
1220 Broadway Street
Placerville, CA 95667

RoseAnn L. Jankowski, PharmD
Memorial Health Services
17360 Brookhurst Street
Fountain Valley, CA 92708

Doris Cheng
6481 Atlantic Avenue, Apt. #120
Long Beach, CA 90805

Dawn Bronsema
9026 Bushman Avenue
Downey, CA 90240

Doreena P. Wong, Staff Attorney
NHelp - National Health Law Program
2639 S. La Cienega Blvd.

Los Angeles, CA 90034
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39.

40.

41.

42,

43,

44,

45,

46.

47.

Anita Hong-Ha Le

Program Director, PALS for Health
605 W. Olympic Blvd., #600

Los Angeles, CA 90015

Michael Villaire, MSLM

Director, Programs & Operations
Institute for Healthcare Advancement
501 S. Idaho Street, Suite #300

La Habra, CA 90631

Brian Hui, Program Coordinator
Tongan Community Service Center
14112 S. Kingsley Drive

Gardena, CA 90249

Tina Tarsitano, RPh, MBA

Pharmacy Supervisor, Walgreen Co.
711 W. Kimberly Avenue, Suite #200
Placentia, CA 92870

Margie Metzler, Executive Director
Gray Panthers

1121 Wayland Avenue
Sacramento, CA 95825

Frank Whitney, President

Better Business Bureau of Mid-Counties,
Inc.

11 S. San Joaquin Street, Suite #803
Stockton, CA 95202

(209) 948-4880

Michael Winter
UCSF Department of Clinical Pharmacy
winterm@pharmacy.ucsf.edu

Eunice Chung, Associate Professor
Western University
echung@westernu.edu

Helen Park
helen.park@va.gov



mailto:helen.park@va.gov
mailto:echung@westernu.edu
mailto:winterm@pharmacy.ucsf.edu

LN REWN e

PUBLIC OUTREACH EVENTS WHERE BOP STAFF INTERVIEWED ATTENDEES AND
COMPLETED BOP PRESCRIPTION LABEL SURVEYS

Meet The Pharmacist — San Diego — May 2008

Senior Day in The Park — Elk Grove — May 2008

Better Business Bureau Community Alliance Day — Merced — June 2008
Eddie Smith Senior Center — Riverside — June 2008

Safetyville Family Safety Expo — Sacramento — June 2008

Lotus Festival — Los Angeles — July 2008

California State Fair — Sacramento — August 2008

Celebrando Nuestra Salud — Sacramento — October 2008

Evans Community Adult School Consumer Fair — Los Angeles — March 2009
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Attachment 4

Do you understand the directions
on your Rx medicine label?

Approximately-46% of American adults do not.

A prescription label says to “Take two
tablets by mouth twice daily” Sounds
simple, doesn't it?

But patients have understood this to
mean:

«  Takeitevery 8 hours

« Takeit every day

«  Take one every 12 hours

Better directions might be "Take 2 tablets

by mouth at 8 in the morning, and take

2tablets at 9 at night.’

FACT: Six out of 10 people have taken
their medicines incorrectly, due
to:

« confusing directions onthe
container label,

+  poor health literacy (the
ability to read, understand,
and act on healthcare
information), and

+. inability to read and/or
understand directions written
in English of those whose first
language is not English.

FACT: Medicine errors are among the
most common medical errors,
harming at least 1.5 million
people every year. More than
one third of these take place
outside a hospital in a home
setting, costing close to $1 billion
annually.
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FACT: Up to one-half of ali medicines
are taken incorrectly or mixed
with other medicines that can
cause dangerous reactions that
can |ead to injury and death.

Medicine-related errors must be
reduced. One way to begin is by

_ providing patients with easy to read

and understand prescription container
labeling. This can be a giant step
toward increasing consumer protection
and improving the health, safety, and
well-being of consumers,

California recognizes the importance
of improving medicine container
labels, In 2007, the Legislature and
Governor Schwarzenegger enacted
Senate Bill 472, mandating the Board
of Pharmacy to develop requirements
for standardized, patient-centered,
prescription drug labels on all
prescription medicine dispensed to
patients in California.

In 2008, the Board will hold statewide
public meetings to consult with patients
and health providers to improve
prescription container labels, The
meetings will focus on improving
directions for the drug's use, using better
type fonts and sizes, and placement of
information that is patient-centered.The
needs of senjor citizens and patients
with limited English reading skills also
will be identified.



sample prescription labels

B g’zRX#y TAMRAZ, HOPE MD

= "BEREZ. 11/12/07 PXA

ﬁa T/(\)KE THTABLE SPOON THREE TIMES A DAY AS NEEDED FOR

=¥ PROMETHAZINE/CODEINE SYRUP o

= QTY:480ML Mfr: PHARM FARM {FOR; PHENEHGW@D&NE) _
& CLEAR, PURPLE-RED, PEACH-MINT, SYRUP..

“OUS/pharmacy #0000 P 555.555-5555 PC
2 abvere SODERGRKEE%ANNE T
f DN EA Sacramento; CA‘95834 o
PHESERuBER: ==
100000 Perez,vlcxor @g
gﬁ SE INFRAMUSCULAREY ==
ZcL ATTERAL” HIGH AS-NEEDED ==
ﬁEF(}R SEVERE ALLERGIC ==R
EREACTION. =
§FEPIPEN0,15'MG2-PAK AUTQDEY 2R
FEPHARM EARM froemnd
e HAGEN VERGINI DURST
F Daefilled:01-03-2007 :00¢ Dme01703£2007 “Discard Murrs ...
T
KENNETH'S -55 25 North Murkel Blvd., Suiw R-2193
ﬁ PHARMACY | WWW.AP.com T G 5.8
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FPleasercalla8thrsinfadantaifor refills.

S Linda’ Drug ; TAKE MEDICATION
,El Sturﬂ#msf«m g % WITHFOOD

~“Rx0
Durst,'Sue

§ TAKE 1 CAPSULE TWICE A DAY

Generic for ACTIGA] WHITE, OB U
B ORAO5IOL 300 MG CAPSULE HenPAT Gackoont.
2 #60 (PHARMFARY) seny

e bQRERS
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" Attachment 5

Title 16. Board of Pharmacy
Proposed Language

To Add Section 1707.5 of Division 17 of Title 16 of the California

Code of Regulations to read as follows:

1707.5 Patient Centered-Labels on Medication Containers

" (a)

Labels on drug containers dispensed to patients in California shall conform to the

(N

following format to ensure patient-centeredness.

Each of the following items shall be clustered into one area of the label that

(2)

comprises at least 50 percent of the label. Each item shall be printed in at [east a

12-point, sans serif typeface, and listed in the following order: ’
(A) Name of the patient

(B) Name of the drug and strength of the drug. For the purposes of this

section, “name of the drug” means either the manufacturer’s trade name, or
the generic hame and the name of the manufacturer.

Directions for use

©
(D) Purpose or condition, if entered onto the prescription by the prescriber, or
otherwise known to the pharmagcy and its inclusion on the label is desired
by the patient.
For added emphasis, the label may also highlight in bold typeface or color, or use

(3)

“white space” to set off the items listed in subdivision (a)}(1).

The remaining required elements for the label specified in Business and Professions

(4)

Code section 4076 and other items shall be placed on the container in a manner so

as to not interfere with emphasis of the primary elements specified in subdivision
(a)(1), and may appear in any style and size typeface. ‘

When applicable, directions for use shall use one of the following phrases:

Take 1 tablet at bedtime
Take 2 tablets at bedtime
Take 3 tablets at bedtime
Take 1 tablet in the morning

Take 2 tablets in the morning

Take 3 tablets in the morning

chERREREE

Take 1 tablet in the morning, and Take 1. tablet at bedtime
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(b)

(H) Take 2 tablets in the morning, and Take 2 tablets at bedtime

() Take 3 tablets in the morning, and Take 3 tablets at bedtime

(J) Take 1 tabletin the morning, 1 tablet at noon, and 1 tablet in the evening

(K) Take 2 tablets in the morning, 2 tablets at noon, and 2 tablets in the
evening '

(L) Take 3 tablets in the morning, 3 tablets at noon, and 3 tablets in the
evening

(M) Take 1 tablet in the morning, 1 tablet at noon, 1 tablet in the evening, and 1
tablet at bedtime '

(N) Take 2 tablets in the morning, 2 tablets at noon, 2 tablets in the evening,
and 2 tablets at bedtime

(O) Take 3 tablets in the morning, 3 tablets at hoon, 3 tablets in the evening,
and 3 tablets at bedtime

(P) Take 1 tablet as needed for pain. You should not take more than _ tablets
in one day

"(Q) Take 2 tablets as needed for pain. You should not take more than
tablets in one day

By October 2011, and updated as necessary, the board shall publish on its Web site
translation of the directions for use listed in subdivision (a)(4) into at least five
languages other than English, to facilitate the use thereof by California pharmacies.
Beginning in October 2010, the board shall cdllect and publish on its Web site

examples of labels conforming to these requirements, to aid pharmacies in label
design and compliance.

For patients who have limited English proficiency, upon request by the patient, the

pharmacy shall provide an oral language translation of the prescription container
label's information specified in subdivision (a)(1) in the language of the patient.

The board shall re-evaluate the requirements of this section by December 2013 to

ensure optimal conformance with Business and Professions Code section 4076.5.

Authority cited: Sections 4005 and 4076.5, Business and Professions Code.

Reference: Sections 4005, 4076, and 4076.5, Business and Professions Code.
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Parameters

Label size: 8.29
X 5.43 cm

Font family:
Tahoma

Font size: 12 pt

Label size: 10.2
x 5.12cm

Font family:
Franklin Gothic
Book

Font size: 10 pt

Label size: 10.2
x 5.12cm

Font family:
Tahoma

Font size: 10
and 12pt

Label size: 10.2
x 5.12 cm

Font family:
Franklin Gothic
Book

Font size: 12pt

Label size: 3.99
X 7.83 cm each

Font family:
Tahoma

Font size: 12pt

Vay:

R DB197 1234567

JOHNSON, JUDY
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| ——— T
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DATE FILLED:
CAIG B GATE:
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VERAPAMIL ER 240 MG TABLET
Manufacturer: Ivax Pharmaceutical

Take 1 tablet in the morning, and take

1 tablet in the evening
Treats high blood pressure

Prescriber: Roger Brown MO Quantity: 60 Expires: 05/30/2011
Oblong ivery tablet 73 00 logo Generic for: 1S0PTIM SR
Radills remaining: 00/23/2010 P00 s e ST fa vt f ou g

19332000

e N e

YA

JOHNSON, JUDITH

H‘m Is LET A, Mahat [

(555 5559810

1 AZOPT Ophth 1% Susp 10mi AL

Mffig: Alcon Laboratories

Imstill 1 drop in each aye in the morning and
1 drop in each eye in the evening for

Elaucoma.

*Dig not use other eye drops for at least 10

Prescriber: Roger Brown MD
mm semein G4 WEHS Dbleng ivory tablet 73 00 logo
Refills remaining: 3

Cuankity:
Exgrires: 05,/30/2011

Aok G157 1234567
AT P T O,
DG, 00 AT 024,040
HFYE BPT

Snore DHUAS SSRGS
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Ivax Pharmaceutical

. " “?Imlﬂllh T

Take 1 tablet in the morning, and  LmoEs

take 1 tablet in the evening Apalee,

Treats high blood pressure -

Frescriber: Roger Brown MO Quartity: 60 ‘@m H

Obleng ivary tablet 73 00 lago 1635 W, Harbt B, oA 158

Refills remainimg: 3 Expires: 05/30/2011 {555] 555 9810

VA

T seonu tasen i
Saemmarts, 04 05834 Oolong ivory tnbiet T3 00 logo

(555) 5558810  Awfills remaining: 3

Presscriber: Roger Brown MD

Craandity:

= = I"Jqur\es.tl!uj.tl_fi'ﬂ!.li
[}

E ﬁ % EEE? E E Rl OE1HT 1234567

85, £E®F . 6 B8% R

=2 EZ = Sp P reaerd

SET LB gl TEmew

Z 9E 8% ﬂugug SgE

FESEES5552869 Eime-

= O 59 =E'I"|E%=-m e B T

= M 2 o «é T E i Wi
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Johnson, Judy mr Rager Brown MD

AMOXICILLIN o ol

125/5ML NDC: D0789-1234-55

Sandoz
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Take 1/2 teaspoon Koo By VL D

in the morning, 1/2

teaspoon at noon,
and 1/2 teaspoon
in the evening for
10 days to treat
infection
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Label size: 6.53
X 4.66 cm

Font family:
Arial

Font size: 10 pt

Label size:
15.91 x 3.21 cm

Font family:
Arial

Font size: 10 pt

Label size: 7.9 x
473 cm

Font family:
Tahoma

Font size: 12 pt

Label size: 12.1
x 5.12 cm

Font family:
Calibri

Font size: 12 pt

Label size:
13.97 x 5.72 cm

Font family:
Geneva

Font size: 10 pt

Label size:
12.08 x 5.4 cm

Font family:
Tahoma

Font size: 12 pt
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{i VERAPAMIL ER 240 MG TABLET
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VERAPAMIL ER 240 MG TABLET MFG: IVAX PHARM
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VICTOR'S

DRUGS

JOMSON, JUDITH £ 607153957
1 AZOPT Ophth 1% Susp 10ml AL }
Alcon Laboratories

Instill 1 drop in each eye in the morning
and 1 drop in each eye in the evening
for glaucoma. *Do not use other eye
drops for at least 10 rninutes*

Prasciiber: f Brown MD 1710

155N Raint B
Sramanic. LA FHH
155% Teh-l0

Yicbor's
Pharmacy
E= Raroc1o7 1234567
JOHNSON, JUDITH
MOR-QD 0.35MG TAB
TAKE 1 TABLET ORALLY DAILY
PREVENTS PREGMNAMNCY
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EAGHT YELLOW, ROUND, TABLET, WATSON X315
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gt Py
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" Prescriber; Roger Brown MO

Pleads call 48 hirs b adheancs bar rolille.

1||"E TOR'S ;E?&Eﬁ&ﬁ[ EAEEEE}Q Phame: 165747900 THIS MEDICATHON
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RNZ 01234567 DR BROWN, ROGER e
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VERAPAMIL TAE 240MG SR SWALLOW WHOLE.
MFG: IVAX PHARMACEUTICAL B

TAKE 1 TABLET IN THE MORNING, AND TAKE 1 FOU MR
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TREATS HIGH BLOOD PRESSURE
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=PURPOSE: To reduce inflammation
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9:30 am

10:00 am

11:00 am
Break

11:15am

12:30 pm

1:30 pm

2:00 pm

2:30 pm
Break

3:00 pm

3:15 pm

4:00 pm

Adjournment

DEA and Board of Pharmacy Joint Seminar
on Controlled Substances Issues in California
DRAFT AGENDA

Welcome/Orientation
DEA & California Board of Pharmacy

Drug Trafficking /Trends in Los Angeles
DEA

Controlled Substances Utilization Review and Evaluation System -- CURES
Records, Inquiries and Reports

Lunch

Pharmaceutical Supply Chain Thefts

Reporting and Prevention

Board of Pharmacy

Corresponding Responsibility
Board of Pharmacy & DEA

Prescription Drug Abuse and Drug Take Back Programs
Board of Pharmacy & DEA

Questions to Panel
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Current version of the fact sheet:

emergency
contraception

Key Facts About Emergency
Contraception

Emergency Contraception (EC) is a safe and effective way to prevent pregnancy after sex.
Consider using Emergency Contraception if:

* You didn’t use a contraceptive during sex, or
* You think your contraceptive didn’t work.

What are Emergency Contraceptive pills?

Emergency Contraceptive pills contain the same medication as regular birth control pills, and help to
prevent pregnancy. There are two basic types of Emergency Contraceptive pills:

» Plan B™ progestin-only pills
» High doses of regular oral contraceptive pills.

Don’t wait! Take EC as soon as possible.

* It is best to take EC within three days of unprotected sex.
* The sooner you take EC the more effective it is.
» For more information talk to your pharmacist or doctor.

ECis safe and effective.

* Progestin-only pills reduce the risk of pregnancy by 89 percent.*

» Combined estrogen/progestin pills reduce the risk of pregnancy by 75 percent.*

* For regular, long-term use, other contraceptive methods are more effective than EC.
» Emergency Contraceptive pills do not protect against sexually transmitted infections,
including HIV/AIDS.

* Pregnancy risk reduction based on one-time use.

ECwon’t cause an abortion.

» Emergency Contraceptive pills are NOT the same as RU-486 (the abortion pill).
» Emergency Contraceptive pills are not effective after pregnancy has occurred and
cannot interrupt it.

ECwon’t harm a developing fetus.



* If Emergency Contraceptive pills are taken mistakenly during pregnancy, they will not harm the
developing fetus.

» Using Emergency Contraceptive pills will not affect a woman’s ability to become pregnant in the
future.

Women can keep pills at home in case of an emergency.

e Many women find it convenient to have Emergency
Contraceptive pills on hand in case of an emergency.

» Medical providers or your pharmacist can provide
Emergency Contraceptive pills before they are needed.

Medical follow-up after taking Emergency
Contraceptive pills

« |f you don’t get a normal period within three weeks, take a pregnancy test.
« |t is important to visit your doctor or clinic if you need a regular birth control method or
information about preventing sexually transmitted infections, such as HIV/AIDS.

% /
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Draft text for new fact sheet:

Facts About Emergency Contraception
Emergency Contraception (EC) is a safe and effective way to prevent pregnancy after sex.

Consider using Emergency Contraception if:
e You had unprotected sex, or

e You think your contraceptive did not work.

What are Emergency Contraceptive pills?

Emergency Contraceptive pills contain the same medication as regular birth control pills, and
help to prevent pregnancy. There are three basic types of EC pills:

e Progestin-only pills (PlanB® One-Step, Next Choice®)
e Ulipristate acetate (ella®)
e High doses of regular oral contraceptive pills

Don’t wait! Take EC as soon as possible.
e Itis best to take EC as soon as possible; the sooner you take EC the more effective it is.

e It has been shown to be effective for up to 5 days.
e For more information talk to your pharmacist or doctor.

EC is safe and effective.
e Emergency contraception may reduce the risk of pregnancy by up to 89 percent.

e The effectiveness of EC varies based on the type used and when it is taken.

e Emergency Contraception is only recommended as a back-up and should not be used as
your primary method of birth control.

e Emergency Contraceptive pills do not protect against sexually transmitted infections,
such as HIV/AIDS.

What EC does.
e Emergency Contraceptive pills prevent pregnancy.

e Emergency Contraceptive pills are not effective after pregnancy has occurred and they
will not harm the developing fetus.

e Emergency Contraceptive pills are NOT the same as RU-486 (the abortion pill)

e Using EC will not affect a woman’s ability to become pregnant in the future.

Follow-up after taking Emergency Contraceptive pills



e If you vomit after taking EC, you may need to take another dose. Contact your
pharmacist or your regular healthcare provider immediately.

e If you do not get a normal period within three weeks, take a pregnancy test.

e Itis important to visit your doctor or clinic for a regular birth control method and
information about preventing sexually transmitted infections.

e Medical providers or your pharmacist can provide EC for future use if needed.

[add the following in box during formatting]

In California, women and men may receive free family planning services through Family PACT
based on income.

If you don’t have a doctor or clinic, call 1-800-942-1054 to find a Family PACT provider near
you.

Under the Affordable Care Act (ACA), EC may be covered with a prescription.
Revised February 2013



Approved by the Office of Administrative Law 3/13/13
Filed with the Secretary of State 3/13/13
Effective Date 7/1/13

§ 1746. Emergency Contraception

(a) A pharmacist furnishing emergency contraception pursuant to Section 4052.3(a)(2) of the
Business and Professions Code shall follow the protocol specified in subdivision (b) of this
section.

(b) Protocol for Pharmacists Furnishing Emergency Contraception (EC).

(1) Authority: Section 4052.3(a)(2) of the California Business and Professions Code authorizes a
pharmacist to furnish emergency contraception pursuant to a protocol approved by the
California State Board of Pharmacy and the Medical Board of California. Use of the protocol
specified in this section satisfies that requirement.

(2) Purpose: To provide timely access to emergency contraceptive medication and ensure that
the patient receives adequate information to successfully complete therapy.

(3) Procedure: When a patient requests emergency contraception, the pharmacist will ask and
communicate the following:

¢ Are you allergic to any medications?

e Timing is an essential element of the product's effectiveness. EC should be taken as
soon as possible after unprotected intercourse. Treatment may be initiated up to five
days (120 hours) after unprotected intercourse.

EC use will not interfere with an established or implanted pregnancy.

If more than 72 hours have elapsed since unprotected intercourse, the use of ella™
(ulipristal) may be more effective than levonorgestrel. For other options for EC, consult
with your health care provider.

Please follow up with your health care provider after the use of EC.
(4) The pharmacist shall provide a fact sheet and review any questions the patient may have

regarding EC. In addition, the pharmacist shall collect the information required for a patient
medication record required_by Section 1707.1 of Title 16 of the California Code of Regulations.



Fact Sheet: The pharmacist will provide the patient with a copy of the current EC fact sheet
approved by the Board of Pharmacy as required by Business and Professions Code Section
4052.3(e).

(5) Referrals and Supplies: If emergency contraception services are not immediately available at
the pharmacy or the pharmacist declines to furnish pursuant to conscience clause, the
pharmacist will refer the patient to another emergency contraception provider. The pharmacist
shall comply with all state mandatory reporting laws, including sexual abuse laws.

(6) The pharmacist may provide up to 12 non-spermicidal condoms to each Medi-Cal and Family
PACT client who obtains emergency contraception.

(7) Advanced provision: The pharmacist may dispense emergency contraception medication for
a patient in advance of the need for emergency contraception.

(8) EC Product Selection: The pharmacist will provide emergency contraception medication
from the list of products specified in this protocol. This list must be kept current and maintained
in the pharmacy. Along with emergency contraception products, the list will include adjunctive
medications indicated for nausea and vomiting associated with taking EC containing estrogen.
Patients will be provided information concerning dosing and potential adverse effects.

(9) Documentation: Each prescription authorized by a pharmacist will be documented in a
patient medication record as required by law.

(10) Training: Prior to furnishing emergency contraception, pharmacists who participate in this
protocol must have completed a minimum of one hour of continuing education specific to
emergency contraception.



(11) Medications Used for Emergency Contraception

Dedicated Approved Products for Emergency Contraception

Brand

Dose

One Tablet Regimens

Ethinyl Estradiol
per dose (mcg)

Plan B™ One-Step 1 tablet 0 1.5me
levonorgestrel
ella™ 1 tablet 0 30mg ulipristal
Levonorgestrel 1 tablet 0 1.5me
levonorgestrel
Two Tablet Regimens
2 tablets at once
(1.5mg total dose) Each tablet is
Next Choice™ or 0 0.75mg
1 tablet (0.75mg) followed by levonorgestrel
1 tablet (0.75mg) 12 hours later
2 tablets at once
(1.5mg total dose) Each tablet is
Levonorgestrel or 0 0.75 mg
& 1 tablet (0.75mg) followed by levonorgestrel
1 tablet (0.75mg) 12 hours later
Oral Contraceptive Pills
Tablets per Dose Ethinyl Estradiol Levonorgestrel
Brand (two doses 12 hours apart*) per dose (mcg) per dose (mg)*
Alesse 5 pink tablets 100 0.50
Aviane 5 orange tablets 100 0.50
Levlen 4 light-orange tablets 120 0.60
Levlite 5 pink tablets 100 0.50
Levora 4 white tablets 120 0.60
Lo/Ovral 4 white tablets 120 0.50
Low-Ogestrel 4 white tablets 120 0.60
Nordette 4 light-orange tablets 120 0.60
Ogestrel 2 white tablets 100 0.50
Ovral 2 white tablets 100 0.50
Tri-Levlen 4 yellow tablets 100 0.50
Triphasil 4 yellow tablets 120 0.50
Trivora 4 pink tablets 120 0.50
Ovrette 20 yellow tablets 0 0.75




*The progestin in Ovral, Lo/Ovral, and Ovrette is norgestrel, which contains two isomers, only one of which
(levonorgestrel) is bioactive; the amount of norgestrel in each dose is twice the amount of levonorgestrel.

In addition to the products specified in this paragraph, generic equivalent products may be furnished. Estrogen
containing regimens are not preferred and should be used only when the other options are not available.

(12) Anti-nausea Treatment Options for use with Emergency Contraception

Non-Prescription Drugs

Dose

Timing of Administration

Meclizine hydrochloride
(Dramamine I, Bonine)

One or two 25 mg tablets

1 hour before first EC dose;
Repeat if needed in 24 hours

Diphenhydramine hydrochloride
(Benadryl)

One or two 25 mg
tablets or capsules

1 hour before first EC dose;
repeat as needed every
4-6 hours

Dimenhydrinate (Dramamine)

One or two 50 mg tablets or
4-8 teaspoons liquid

30 minutes to 1 hour before first
EC dose; repeat as needed every
4-6 hours

Cyclizine hydrochloride
(Marezine)

One 50 mg tablet

30 minutes before first EC dose;
repeat as needed
every 4-6 hours

Note: Authority cited: Section 4005, Business and Professions Code. Reference: Sections 4052
and 4052.3, Business and Professions Code.
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Consumer Education Materials

Fact Sheets
Website Downloads 1/1/2012 to 12/31/2012

Name of Publication Downloads Spanish Chinese Viethamese
(English)

Generic Drugs 2250 2820 888 826
Bringing prescription drugs into the U.S. from foreign 2112
countries
Drug Discount Program 2086 917 812 822
Ever miss a dose of your medicine? 2058 766 489 490
Measuring Liquid Medicine 1899
Do you understand the directions on RX medicine label? 1858
Pill Splitting 1816
Thinking of Herbals? 1739 1369 559 515
Tips to save you money when buying prescription drugs 1129
Vaccinations and travel outside the U.S. 1047
Antibiotics — a National Treasure 983
Lower your drug costs 924 805 799 842
Counterfeit drugs 660
Diabetes —Engage your health 658 443 524 511
What's the deal with double dosing? 634 584 661 495
What you should know before buying prescription drugs 583
on the Internet
Traveling Medicine Chest 532
Is your medicine in the news? 540 427 442 442
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California State Board of Pharmacy STATE AND CONSUMER SERVICES AGENCY
1625 N. Market Blvd, N219, Sacramento, CA 95834 DEPARTMENT OF CONSUMER AFFAIRS
Phone: (916) 574-7900 GOVERNOR EDMUND G. BROWN JR.
Fax: (916) 574-8618
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STATE BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
COMMUNICATION AND PUBIC EDUCATION COMMITTEE MEETING

MINUTES
DATE: April 12, 2013
LOCATION: Department of Consumer Affairs

First Floor Hearing Room
1625 N. Market Boulevard
Sacramento, CA 95834

COMMITTEE MEMBERS

PRESENT: Ryan Brooks, Public Member, Chair
Lavanza “Cheryl” Butler, RPh
Ramoén Castellblanch, Public Member
Rosalyn Hackworth, Public Member
Deborah Veale, RPh
Albert Wong, RPh
Shirley Wheat, Public Member

BOARD MEMBERS
PRESENT: Stan Weisser, Board President (in audience)
Victor Law, Board Member (in audience)

STAFF

PRESENT: Virginia Herold, Executive Officer
Anne Sodergren, Assistant Executive Officer
Carolyn Klein, Legislation and Regulation Manager
Jan Jamison, Public Information Officer

Call to Order

Chair Ryan Brooks called the meeting to order at 9:36 a.m.

Chair Brooks conducted a roll call and noted that Board President Stan Weisser and Board
Member Victor Law were in attendance in the audience. Committee members present were
Ramon Castellblanch, Rosalyn Hackworth, Deborah Veale, Albert Wong, Lavanza Butler and
Shirley Wheat.


http:www.pharmacy.ca.gov

1. Discussion on Joint Forum to Promote Appropriate Prescribing and Dispensing
held February 21 and 22, 2013, and development of related consumer and licensee
education materials

Executive Officer Herold provided that the California State Board of Pharmacy and the
Medical Board of California sponsored the Joint Forum to Promote Appropriate
Prescribing and Dispensing on February 21 and 22, 2013, in South San Francisco. The
forum was created in response to the significant and escalating problem of prescription
drug abuse.

The goal of the forum was to educate prescribers, dispensers, prosecutors, regulators,
members of law enforcement and others about the problem and to offer possible
solutions.

The forum was well attended, with 354 in attendance on the first day and 380 in
attendance on the second day. The Board of Pharmacy and the Medical Board both
offered four hours of CE credits for the first day and six hours of CE credits for the
second day.

Keynote speakers included Michael Botticelli, Deputy Director of the White House Office
of National Drug Control Policy, and Joseph Rannazzisi, Deputy Assistant Administrator
of the Office of Diversion Control, Drug Enforcement Administration. Other speakers and
panelists provided further education and discussion surrounding the problem and the
importance of cooperation between physicians and pharmacists.

A presentation about CURES, California’s prescription drug monitoring program, was
given by the Department of Justice. CURES has an important role in the continuing
battle against prescription drug abuse and the DOJ, through 2013 proposed legislation,
is seeking funding for the future support of the program.

Committee Discussion and Action:

The committee discussed the forum, its success, and ideas for future activities and
collaborations. There appears to be strong demand for such public and licensee
education.

Dr. Castellblanch referenced the positive program evaluations from attendees and
offered that follow-up will be extremely important for getting the message out. He
suggested that a sub-committee be convened to possibly identify grants that may be
available to provide funding for a public awareness campaign.

Board staff has begun working with the Medical Board and their public education
committee on outreach to licensees, to other practitioner boards and to the public on
prescription drug abuse issues. Additionally, this board is scheduled to co-host four
forums with the DEA on controlled substances abuse and dispensing, including a forum
on corresponding responsibility to be held in August.

A brochure on corresponding responsibility targeted toward pharmacists has been
proposed and will highlight the material provided in the board’s forums with the DEA.
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Ms. Herold explained that she sits on a high risk medication committee hosted by the
California Hospital Association. The committee is researching the ways pain medications
are prescribed in emergency rooms and how best practices can be developed to help
address a problem with dispensing and prescribing of controlled substances in
emergency rooms. She added that the CURES program has pending legislation to
address funding needs and that the timing for that is opportune.

Ms. Herold offered that there are many advocacy groups who have initiated public
education with respect to prescription drug abuse. DrugAbuse.org and RxAware are two
such organizations. She suggested that the Board consider two campaigns, one focused
on licensee education and the other on consumer education.

Discussion continued regarding the audience that would benefit most from a public
awareness campaign. The problem of prescription drug abuse has increased with
teenagers, but has also become a problem for adults. Chair Brooks added that the Board
may want to consider producing a curriculum directed at schools to ensure that the
message is getting out to school-aged children.

Chair Brooks suggested that a subcommittee be convened to work with the Department
of Education on the development of a possible curriculum for students. He added that
the Medical Board be involved as well. Mr. Brooks recommended that the suggestion be
forwarded to the full Board for discussion and action.

There was no public comment.

Update on availability and distribution of:

a. Notice to Consumers Poster (as required by 16 California Code of Regulations
Section 1707.6)

b. Video Display Format -- Notice to Consumers Poster (as required by
16 California Code of Regulations Section 1707.6)

c. Notice of Interpreter Availability (as required by 16 California Code of
Regulations Section 1707.6)

Chair Brooks explained that a mailing to all pharmacies in California is being prepared
for distribution about mid-April that will educate licensees about the new requirements
and contain the new posters developed by the Board to educate the public about taking
medication appropriately and the availability of interpreter services in pharmacies. More
detail is provided below:

a. The new Notice to Consumers poster is now a single poster in a new size: 18 inches
by 24 inches and will fit in a standard-sized poster frame.

Foreign language versions of the Notice to Consumers poster have been printed
in six additional languages: Chinese, Tagalog, Korean, Spanish, Russian and
Vietnamese. The printed versions of the foreign language posters are 11 inches
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by 17 inches and can be ordered from the Board. The translated posters can also
be downloaded from the Board’'s website under the “Publications” tab and printed
on 8.5 inch x 11 inch or 11 inch by 17 inch paper.

b. The video display format of the Notice to Consumers is available in English or
Spanish for pharmacies that request it. The video is also available for download
from the Board’s website under the “Publications” tab. This is explained in the
Board’s mailing.

c. The Notice of Interpreter Availability poster will also be included in the Notice to
Consumers mailing. The poster is 8.5 inches by 11 inches and will be available
for download from the Board’s website.

A letter from Executive Officer Herold explaining the regulations for placement and
display of the posters was included with the mailing.

The regulations also provide provisions for pharmacies to develop their own video
version of the Notice to Consumers poster and the Notice of Interpreter Availability. At
the February Board meeting, the Board directed that these exemption requests be sent
to this committee for action.

There were no comments from the committee or the public.

Discussion of Guidelines for Prescription Container Labels developed by the
United States Pharmacopeia

Mr. Brooks referenced The United States Pharmacopeia’s (USP) recommendations for
prescription container labels provided in the meeting materials.

The Board’s regulations for patient-centered prescription container labels (16 California
Code of Regulations section 1707.5) contain a provision committing the Board to review
the Board'’s regulation requirements by December 2013. The committee initiated the
review of this regulation during the April meeting by discussing the following elements:

a. United States Pharmacopeia Guidelines for Prescription Drug Labels

The United States Pharmacopeia recently released their recommendations for
prescription container labels. Review of the material in USP’s guidelines would be
one source of information useful for comparison of the Board’s regulations with
guidelines for premium presentation and focus on patient needs.

It is important to note that USP’s recommendations already closely resemble the
Board'’s existing regulation requirements for patient-centered prescription container
labels, specifically:

¢ Organize the prescription label in a patient-centered way. Feature the information
patients most often seek out or need to understand about taking the medication
safely.
o Emphasize: directions
0 At the top of the label place: patient's name
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0 Drug name (spell out full brand AND generic hame)

o0 Strength

o0 Explicit and clear directions for use in simple language
Prescription directions should follow a standard format so the patient can expect
where to find information.
Less critical information can be placed elsewhere and in a matter where it will not
“supersede” critical patient information, and away from where it can be confused with
dosing instructions
Use language that it is clear, simplified, concise and familiar, and in a standardized
manner. Use common terms and full sentences. Do not use unfamiliar words, Latin
terms or medical jargon
Use simplified, standardized sentences that have been developed to ensure ease
understanding the directions (by seeking comment from diverse consumers)
Separate dose from the timing of each dose to clearly explain how many pills to take
and specify if there is an appropriate time to take them (morning, noon, evening,
bedtime).
Do not use alphabetic characters for numbers (not in CA’s)
Use standardized directions whenever possible.
Avoid ambiguous terms such as “take as directed” (not in CA’s) unless clear and
unambiguous supplemental instructions and counseling are provided
Include purpose on the label unless patient does not want it, and if used, use
“purpose for use” language such as for blood pressure rather than hypertension.
Limit auxiliary information, and only if evidence based. (not in CA’s)
Use icons only if vetted with the general public (not in CA’s)
Address limited English proficiency.
Labels should be designed so they are easy to read. Optimize typography by using:

o0 High contrast print (black print on white background)

o0 Large font sizes in simple, uncondensed fonts in at least 11 point if Arial,
or 12 point if Times New Roman)
Optimize use of white space between lines (25-30 percent of font size)
Horizontal placement of lettering only
Sentence case
Highlighting, bolding and other typographical cues should enhance
patient-centered information, but limit the number of colors used for
highlighting
Address visual impairment (not in CA’s)

O O0OO0O0

Regarding addressing limited English speaking/reading patients, USP encourages
directions for use in the patient’s language as well as in English. Translations should be
developed using high quality translation processes (CA'’s translated directions would fit
this criterion).

There were no public comments.

Results of surveys reqgarding prescription container labels

a.

Discussion of consumer surveys regarding prescription container labels

Chair Brooks referenced the consumer surveys soliciting feedback regarding
consumer satisfaction with prescription drug container labels. An electronic version
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of the survey was sent to several consumer groups including AARP, Consumers
Union, and California Pan Ethnic Health Network (CPEHN), who in turn distributed it
to their ListServe contacts. The survey was also translated into Chinese and Spanish
by the board and distributed by CPEHN to the appropriate audiences.

Surveys were also distributed and collected in person at local Senior Scam Stopper
seminars (public protection fairs) sponsored by the Contractors State License Board.

The board received a total of 1204 completed surveys. The results were referenced
in the meeting materials.

Discussion on prescription labels in use in California pharmacies.

Chair Brooks provided that for about seven months in 2012, board inspectors
collected information about what patient-centered labels were in use in California
pharmacies. The results of 767 pharmacy visits are summarized in an attachment to
the meeting materials.

In general, nearly 70 percent of the labels in use as found by the board’s inspectors
are printed in 12-point font, 15 percent use both 10 and 12 point font on the labels,
and about 15 percent are printed in 10 point .

Other Material Reviewed: Availability of Audible Prescription Labeling System

The committee was provided with information about an audible prescription labeling
system. A brochure describing this device was provided in the committee’s meeting
materials as background to the committee to some of the devices that are in use.
There was no discussion during the meeting on this device.

Ms. Wheat offered that pharmacies that had a foreign-speaking staff member
available were not in compliance with regulations, and that those pharmacies would
actually need staff available that could speak all 12 languages. She provided that
there are translation services that provide telephone translations for a small fee, and
those pharmacies that were not in compliance would be cited.

Dr. Castellblanch provided that the results from the Chinese-speaking audience were
very positive but that the font-size continued to be an issue for some.

Public Comment

Steve Gray, representing the California Society of Health System Pharmacists
(CSHSP) and Kaiser Permanente, provided that he received feedback that many
pharmacies believed an interpreter service would be expensive. Mr. Gray offered
that CSHSP offers the service at no cost. He also offered that many providers offer
a menu of services so the subscriber can decide which level of service they need.
Typically they offer services for a flat rate, by the hour, by the month, etc.
Pharmacists can contact CSHSP for more information.

Mr. Gray continued that the Board should consider inspecting labels that are being
mailed into California, since they should be compliant with California regulations.
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Assistant Executive Officer Anne Sodergren explained that all applicants for a non-
resident pharmacy license are required to submit samples of their prescription
container labels. If they do not, they are cited for a deficiency.

Mr. Gray also explained that there are machines that produce labels and in these
cases the prescription is dispensed by the physician and the pharmacy is bypassed.
He suggests the Medical Board be contacted with regard to this issue so the
machines can be programmed to be compliant with Board regulations.

Sarah Hickey, representing the California Pan Ethnic Health Network (CPEHN)
thanked the Board for their work on patient-centered labels. She inquired about the
possibility of providing software on the Board website that would allow compliant
labels to be printed. Dr. Castellblanch provided that private industry may develop
such software in the future.

5. For Information: Evaluate patient-centered labels by December 2013 as required
by California Code of Requlations Section 1707.5(e)

During the April committee meeting and over the remaining meetings of the committee
this year, the committee will work on the assessment of the patient-centered regulation
requirements. Information developed by the committee will be referred to the board for
action or comment at the next board meeting.

Materials also provided to the committee for review of the labels were:

e The first board report to the Legislature on the efforts to implement patient-centered
labeling requirements;
¢ Samples of patient-centered labels.

For reference: Regulation Section 1707.5

1707.5. Patient-Centered Labels for Prescription Drug Containers; Requirements
(a) Labels on drug containers dispensed to patients in California shall conform to the
following format:

(1) Each of the following items shall be clustered into one area of the label that comprises
at least 50 percent of the label. Each item shall be printed in at least a 10-point sans serif
typeface or, if requested by the consumer, at least a 12-pooint typeface, and listed in the
following order:

(A) Name of the patient

(B) Name of the drug and strength of the drug. For the purposes of this section, “name of
the drug” means either the manufacturer’s trade name of the drug, or the generic name
and the name of the manufacturer.

(C) The directions for the use of the drug.

(D) The condition or purpose for which the drug was prescribed if the condition or
purpose is indicated on the prescription.

(2) For added emphasis, the label shall also highlight in bold typeface or color, or use
blank space to set off the items listed in subdivision (a)(1).

(3) The remaining required elements for the label specified in section 4076 of the
Business and Professions Code, as well as any other items of information appearing on
the label or the container shall be printed so as not to interfere with the legibility or
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emphasis of the primary elements specified in paragraph (1) of subdivision (a). These
additional elements may appear in any style, font, and size typeface.

(4) When applicable, directions for use shall use one of the following phrases:

(A) Take 1 [insert appropriate dosage form] at bedtime

(B) Take 2 [insert appropriate dosage form] at bedtime

(C) Take 3 [insert appropriate dosage form] at bedtime

(D) Take 1 [insert appropriate dosage form] in the morning

(E) Take 2 [insert appropriate dosage form] in the morning

(F) Take 3 [insert appropriate dosage form] in the morning

(G) Take 1 [insert appropriate dosage form] in the morning, and Take 1 [insert
appropriate dosage form] at bedtime

(H) Take 2 [insert appropriate dosage form] in the morning, and Take 2 [insert
appropriate dosage form] at bedtime

(I) Take 3 [insert appropriate dosage form] in the morning, and Take 3 [insert appropriate
dosage form] at bedtime

(J) Take 1 [insert appropriate dosage form] in the morning, 1 [insert appropriate dosage
form] at noon, and 1 [insert appropriate dosage form] in the evening

(K) Take 2 [insert appropriate dosage form] in the morning, 2 [insert appropriate dosage
form] at noon, and 2 [insert appropriate dosage form] in the evening

(L) Take 3 [insert appropriate dosage form] in the morning, 3 insert appropriate dosage
form] at noon, and 3 [insert appropriate dosage form] in the evening

(M) Take 1 [insert appropriate dosage form] in the morning, 1 [insert appropriate dosage
form] at noon, 1 [insert appropriate dosage form] in the evening, and 1 [insert appropriate
dosage form] at bedtime

(N) Take 2 [insert appropriate dosage form] in the morning, 2 [insert appropriate dosage
form] at noon, 2 [insert appropriate dosage form] in the evening, and 2 [insert appropriate
dosage form] at bedtime

(O) Take 3 [insert appropriate dosage form] in the morning, 3 [insert appropriate dosage
form] at noon, 3 [insert appropriate dosage form] in the evening, and 3 [insert appropriate
dosage form] at bedtime

(P) If you have pain, take __ [insert appropriate dosage form] at a time. Wait at least __
hours before taking again. Do not take more than __ [appropriate dosage form] in one
day

(b) By October 2011, and updated as necessary, the board shall publish on its Web site
translation of the directions for use listed in subdivision (a)(4) into at least five languages
other than English, to facilitate the use thereof by California pharmacies.

(d) The pharmacy shall have policies and procedures in place to help patients with limited
or no English proficiency understand the information on the label as specified in
subdivision (a) in the patient’s language. The pharmacy’s policies and procedures shall
be specified in writing and shall include, at minimum, the selected means to identify the
patient’s language and to provide interpretive services in the patient’s language. If
interpretive services in such language are available, during all hours that the pharmacy is
open, either in person by pharmacy staff or by use of a third-party interpretive service
available by telephone at or adjacent to the pharmacy counter.

(e) The board shall re-evaluate the requirements of this section by December 2013 to
ensure optimal conformance with Business and Professions Code section 4076.5.

(f) As used in this section, “appropriate dosage form” includes pill, caplet, capsule or
tablet.
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Dr. Castellblanch provided that the Legislation Committee had considered SB 204 during
their committee meeting, which was drafted to require that labels be printed in 12-point
font. The committee felt it was poorly drafted and voted against it.

Motion: Support a regulation to require 12 pt. font on the four major elements on a label.
M /S: Castellblanch / Brooks

S: 7 O: 0 A: 0

Committee member Veale sought clarification and suggested that current label
regulations be fully accessed and vetted before a motion is made to introduce a new
label regulation.

Ms. Herold provided that an alternative would be to gather all pertinent information and
present Board standards to produce an informational document which would include all
of the issues, questions, public hearings and deliberations necessary to fully vet the
issue before moving to introduce a new regulation.

Motion: Dr. Castellblanch moved to withdraw his motion.

Chair Brooks suggested that the discussion be moved to the next Board meeting and
that a special committee meeting be convened to address the current patient-centered
labels.

Motion: Chair Brooks motioned that a special committee meeting be convened to
address patient-centered labels and that the matter be moved to the next full Board
meeting.

M/ S: Brooks / Hackworth

S: 7 O: 0 A: 0

. Discussion on Research Advisory Panel’'s Annual Report 2012

Chair Brooks referenced the Research Advisory Panel’s Annual Report for 2012 in the
meeting materials.

Pursuant to Health & Safety Code Sections 11480 & 11481, California Law requires
proposed research projects involving certain opioid, stimulant, and hallucinogenic drugs
classified as Schedule | and Schedule 1l Controlled Substances to be reviewed and
authorized by the Research Advisory Panel of California in the Attorney General's Office.

The Research Advisory Panel primarily seeks to ensure the safety and protection of
participating human research subjects and adequate security of the controlled
substances used in the study. The panel members evaluate the scientific validity of each
proposed project, and may reject proposals where the research is poorly conceived,
would produce conclusions of little scientific value, or would not justify the exposure of
California subjects to the risk of research.
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The board has one appointee to this committee, Sheri VanOsdol, PharmD.
Dr. VanOsdol is a faculty member at UCSF.

There were no comments from the committee or the public.

. Discussion on continuing education credits for joint Board of Pharmacy/DEA
presentations to pharmacists on preventing drug abuse and diversion

Chair Brooks provided that there were three proposals that the committee discussed and
reviewed. These proposals are aimed at providing important educational information to
board licensees and other interested parties, and to provide licensees with CE credit for
attending. The committee made a recommendation to the board for action for all three
proposals as part of one motion.

Proposal 1.

Over the last two years, the board has hosted several one-day seminars for pharmacists
and other interested parties on drug diversion, prescription drug abuse and
corresponding responsibility for pharmacists. Our partner in this has been the Los
Angeles Office of the Drug Enforcement Administration.

On dates to be determined later in 2013, board staff hopes to again host two or three of
these seminars with the Los Angeles DEA office. Board licensees in the regional area
will be invited to attend.

The last regional presentation of this kind was held on April 12, 2012, on Drug Security
for Pharmacists, for which the board awarded attending pharmacists and pharmacy
technicians five hours of continuing education credit.

Board staff requested that the committee recommend to the board to again award five
hours of CE credit for pharmacists and pharmacy technicians who attend this meeting.
A copy of a draft agenda was included as a meeting attachment.

Proposal 2:

The board’s executive officer has been advised that in mid-August 2013, the Washington
DC headquarters office of the DEA has invited the board to cohost with them four, one-
day seminars for pharmacists in California on controlled substances issues, prescription
drug abuse, corresponding responsibility and other matters related to curtail drug
diversion. This is a return of the original concept for the seminars outlined in Proposal 1,
but using national DEA staff. Initially started in San Diego in 2010, the DEA has
provided these seminars across the country in conjunction with the state boards of
pharmacy, and upwards of 300 pharmacists have attended each of these presentations.

The dates are August 16 and 17 in San Diego, and August 18 and 19 in San Jose.
Additional material will be provided to the board in the near future.

Board staff request that the committee recommend to the board that the board agree to
cohost these events (the July meeting is too late to provide adequate advance publicity
to encourage attendance) and that five or six hours of CE credit (as determined by the
content hours) be provided for these meetings.
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Proposal 3:

Periodically, board staff (principally board inspectors, supervising inspectors and the
executive officers) provides 1-2 hour presentations to licensees on key Board of
Pharmacy issue areas. For example:

° Duties of a pharmacist in charge

The operations, functions and key priorities of the board’s enforcement program
New pharmacy laws

E-Pedigree parameters

Medication errors

The board receives a list of these presentations typically in this committee’s public
outreach report.

The staff requests that this committee recommend to the board that the board reaffirms
its commitment to this continuation of these presentations and the award of continuing
education credit continue to be offered to improve the knowledge of board licensees.

MOTION: Communication and Public Education Committee: Recommend that the
Board Approve CE Units as Described for each of the Three Proposals

If approved, staff will provide a report to the board at every meeting how many of these
programs were provided.

MOTION: Move recommendation to award CE credits to full Board for approval.
M/ S: Brooks/ Veale
S: 7 O: 0 A: 0

Public Comment

Mr. Gray commended the Board for their efforts. He suggested that the Accreditation
Council for Pharmacy Education can provide a report to pharmacies that request it which
summarizes all CE credits.

. Plans for update of the Consumer Fact Sheet on Emergency Contraception in
accordance with 16 California Code of Regulations Section 1746

Very recently, the Office of Administrative Law approved the board’s rulemaking to
update section 1746 regarding a joint protocol with the California Medical Board to
authorize pharmacist to provide emergency contraception without a prescription to
patients of any age. This regulation will take effect July 1, 2013.
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Part of the regulation requires that a fact sheet for patients be developed by the board
and made available so that pharmacists can provide it at the time of consultation.
Specifically:

1746 (6)(4) The pharmacist shall provide the fact sheet and review any
guestions the patient may have regarding EC. In addition, the pharmacist shall
collect the information required for a patient medication record by Section
1707.1 of Title 16 of the California Code of Regulations. Fact Sheet: The
pharmacist will provide the patient with a copy of the current EC fact sheet
approved by the Board of Pharmacy as required by Business and Professions
Code section 4052.3.(e)

The full text of the regulation was provided in the meeting materials.

University of Southern California School of Pharmacy Professor Katherine Besinque,
who was the board’s subject matter expert in developing the modified regulation, very
recently provided the board with an updated version of a draft fact sheet that can be
used by the board for the final version.

The current version of the fact sheet (pre-regulation change) and draft developed by Dr.
Besinque were provided in the meeting materials. During the meeting, the committee
approved the draft fact sheet.

MOTION: Communication and Public Education: Approve the Manuscript for the
EC Fact Sheet.

There were no public comments.

Motion: Adopt the fact sheet presented by Dr. Besinque.
M/S: Brooks / Hackworth

S: 7 O: 0 A: 0

Update on The Script

The most recent issue of The Script was released in March 2013. This issue includes an
article on the FDA Guidelines for Medication Guide Distribution and detailed the
compliance guidelines for electronically transmitted prescriptions. Also included in this
issue were answers to frequently asked questions, best practices and a summary of
disciplinary actions taken.

The next issue of the newsletter is currently under development. It will include
information on recent changes in pharmacy law as well as provide information on the
Joint Forum to Promote Appropriate Prescribing and Dispensing, which was co-hosted
by the Medical Board of California on February 21 and 22 in South San Francisco. The
issue will also feature an article on the CURES system. We hope to have this next issue
released in early July 2013.
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10.

11.

Update on redesign of the Board's website

The committee received the following information as a report from staff on this project:

As time permits, staff is continuing work on the new design for the board’s website. The
new site will provide a more contemporary design and color palette and be consistent
with the look and feel of the Governor’s office website and those of other DCA boards
and bureaus.

New site architecture is also being designed to provide a more intuitive and easy-to-
navigate user experience so licensees, applicants and consumers can quickly find the
information they need. A more intuitive navigation should also cut down on unnecessary
guestions and calls to the board.

Website content is also being reviewed and updated or removed if outdated.
We hope to have much of this work completed and have the change to the new web site
design and format to coincide with our transition to the new BreEZe computer system,

which is also a web based system.

Public Comment

Steve Gray inquired about the length of time the Board website is expected to be down
when BreEZe is implemented and how that might affect licensing operations.

Ms. Sodergren provided that implementation is tentatively scheduled for mid-May and a
Subscriber Alert will be issued.

Update on Board’'s consumer education materials

Chair Brooks explained that staff is continuing to evaluate the board’s existing consumer
education materials and fact sheets to identify those that should be updated or removed
from the board’s library. An attached chart identified the most frequently downloaded fact
sheets and will provide a strategy for prioritizing updates.

In addition to existing materials, priority has been given to the production of new
consumer brochures that address urgent and relevant public pharmaceutical issues. The
following new consumer brochures have been written and are in the design and print
stage of production:

Prescription Drug Abuse

Prescription Drug Abuse Among Teens

Counterfeit Drugs

Purchasing Pet Meds Safely from Online Pharmacies

PwbPE

Several more topics have been identified and brochures will be developed on an
ongoing basis.

All new brochures will be designed with a uniform, tri-fold layout to support the board’s
branding efforts.
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12.Public outreach activities conducted by the Board.

Chair Brooks referenced the meeting materials and provided that State government
continues to be subject to a travel freeze that restricts all but the most essential travel.

State government continues to be subject to a travel freeze that restricts all but the most
essential travel. The Department of Consumer Affairs must still preapprove all travel
where a travel claim will be submitted. This has restricted board operations in all areas,
including public and licensee outreach.

o November 8: Inspector Bob Kazebee provided a presentation to pharmacists on
the duties and responsibilities of being a pharmacist-in-charge to 70 pharmacists at
a CE eventin

o November 16: Inspector De’ Bora White provided a presentation to pharmacists
on the duties and responsibilities of being a pharmacist-in-change at a CE event
hosted by the UFCW.

o February 21 and 22: Board cohosts with the Medical Board a forum on
Appropriate Prescribing and Dispensing of Controlled Substances in San
Francisco. Nearly 400 people attend each day.

o February 25: Supervising Inspector Dang provided a presentation on the duties
and responsibilities of being a pharmacist-in-charge to students at Western
University School of Pharmacy

o Supervising Inspector Judi Nurse provided a presentation to Loma Linda University
School of Pharmacy Students on the Board of Pharmacy

o March 12: Executive Officer Herold provided information on the board’s
enforcement program and new pharmacy laws to over 50 pharmacy students at
Touro School of Pharmacy

o March 18: Executive Officer Herold provided information on the board’s
enforcement program and new pharmacy laws to 100 attendees at the annual
meeting of the California Pharmacist Association.

o March 20: Executive Officer Herold provided a webinar to a large number of
manufacturers, wholesalers and pharmacies regarding implementation issues for
e-pedigree

o March 26: Executive Officer Herold provided information about California

regulation of those who dispense, store, ship and sell prescription drugs and
devices in California to a group of travelers from China at the request of the
Department of Consumer Affairs

o March 26: Executive Officer Herold provided information on the board’s
enforcement program and new pharmacy laws to 60 attendees at California
Northstate School of Pharmacy
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13. Public comment for items not on the agenda

There were no public comments.

Chair Brooks welcomed new Board member Cheryl Butler.

Adjournment

The meeting was adjourned at 11:13 a.m.
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